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Rules and Regulations

Title 5—ADMINISTRATIVE
PERSONNEL

Chapter I—Civil Service Commission
PART 213—EXCEPTED SERVICE

Department of the Navy

Section 213.3308 is amended to show
that one position of Special Assistant to
the Special Civilian Assistant to the Sec-
retary is excepted under Schedule C. Ef-
fective on publication in the FEDERAL
RecisTEr (4-24-71), subparagraph (11)
is added to paragraph (a) of §213.3308
as set out below.

§213.3308 Department of the Navy.

(a) Office of the Secretary. * * *

(11) One Special Assistant to the
Special Civilian Assistant to the Secre-
tary,

(6 U.S.C. 3301, 3302, E.O. 10577; 8 CFR 1954
58 Comp., p. 218)

UniTeED STATES CIVIL SERV-
ICE COMMISSION,
JAMES C. SPrY,
Ezecutive Assistant to
the Commissioners.

[FR Doc.71-5735 Filed 4-23-71;8:47 am]

[sEAL]

PART 213—EXCEPTED SERVICE

Inter-American Social Development
Institute

Section 213.3320 is amended to show
that the following positions are excepted
under Schedule C: One Private Secre-
tary to the General Counsel; one Private
Secretary to the Director, Office of Oper-
ations; and one Private Secretary to the
Director, Office of Resources and Re-
search, Effective on publication in the
FEDERAL REGISTER, (4-24-71), para-
graphs (b), (e), and (d) are added to
§213.3320 as set out below.

§213.3320 Inter-American Social Devel-
opment Institute.
. * - - L]

(b) One Private Secretary to the Gen-
eral Counsel,

{c) One Private Secretary fo the Di-
Tector, Office of Operations.

(d) One Private Secretary to the Di-
Tector, Office of Resources and Research.
(5 Us.c. 3301, 3302, E.O. 10577; 8 CFR 1954~
88 Comp., p, 218)

Un1TED STATES CIVIL SERV-

ICE COMMISSION,

JAMES C. Spry,
Ezxecutive Assistant to
the Commissioners.
[FR Doc,71-5734 Filed 4-23-71;8:47 am)

[sEAL)

PART 213—EXCEPTED SERVICE
Office of Economic Opportunity

Section 213.3373 is amended to show
that the position of Executive Secretary
is no longer excepted under Schedule C.
This section is further amended to show
that the following positions formerly re-
porting to the Executive Secretary now
report to the Chairman, Planning and
Review Committee: Three Special Assist~
ants (interdepartmental activities), one
Confidential Staff Assistant (interde-
partmental activities), and two Secre-
taries (interdepartmental activities).
Effective on publication in the FEpEran
REeGISTER, (4-24-71), subparagraph (1)
is revoked and subparagraphs (11), (26),
and (28) of paragraph (a) are amended
as set out below.

‘§ 213.3373 Office of Economic Oppor-

tunity.

(a) Office of the Director. * * *

(1) [Revoked] * * *

(11) Three Special Assistants to the
Chairman, Planning and Review Com-
mittee (interdepartmental activities).

- - - * -

(26) One Confidential Staff Assistant
to the Chairman, Planning and Review
Committee (interdepartmental activi-
ties).

L - - - L

(28) Two Confidential Secretaries to
the Chairman, Planning and Review
Committee (interdepartmental activi-
ties). )

- * . - -
(6 U.S.C. 3301, 3302, E.O. 10577; 3 CFR
1954-58 Comp., p. 218)

UNI1TED STATES CIvVIL SERV-
1cE COMMISSION,
[sEaL] JamEs C. Sprry,
Ezxecutive Assistant to
the Commissioners.
[FR Doc.71-5736 Filed 4-23-71;8:47 am]

PART 1001—EMPLOYEE RESPONSI-
BILITIES AND CONDUCT

Gifts, Entertainment, and Favors;
Correction

In the FEDERAL REGISTER of Friday,
April 9, 1971 (F.R. Doc. 71-4788) on page
6875, paragraph (e) of §1001.735-202,
“Decision B-128517 of the Comptroller
General dated March 7, 1967,” should
read “Decision B-128527 of the Comptrol-
ler General dated March 7, 1967.”

UNITED STATES CIviL SERV-
ICE COMMISSION,
James C. SPry,
Ezecutive Assistant to
the Commissioners,
[FR Doc.71-5738 Piled 4-23-71;8:47 am]

[searL]

Title 7—AGRICULTURE

Chapter IX—Consumer and Market-
ing Service (Marketing Agreements
and Orders; Fruits, Vegetables,
Nuts), Department of Agriculture

[Lemon Reg. 477]

PART 910—LEMONS GROWN IN
CALIFORNIA AND ARIZONA

Limitation of Handling

§ 910.777 Lemon Regulation 477.

(a) Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No. 910, as amended (7 CFR Part
910), regulating the handling of lemons
grown in California and Arizona, effec-
tive under the applicable provisions of
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601-
674), and upon the basis of the recom-
mendations and information submitted
by the Lemon Administrative Commit-
tee, established under the said amended
marketing agreement and order, and
upon other available information, it is
hereby found that the limitation of
handling of such lemons, as hereinafter
provided, will tend to effectuate the de-
clared policy of the act.

(2) It is hereby further found that it
is impracticable and contrary to the pub-
lic interest to give preliminary notice
engage in public rule-making procedure,
and postpone the effective date of this
section until 30 days after publication
hereof in the FEpERAL REGISTER (5 U.S.C.
5563) because the time intervening be-
tween the date when information upon
which this section is based became avail-
able and the time when this section must
become effective in order to effectuate
the declared policy of the act is insuffi-
cient, and a reasonable time is permitted,
under the circumstances, for prepara-
tion for such effective time; and good
cause exists for making the provisions
hereof effective as hereinafter set forth.
The committee held an open meeting
during the current week, after giving due
notice thereof, to consider supply and
market conditions for lemons and the
need for regulation; interested persons
were afforded an opportunity to submit
information and views at this meeting;
the recommendation and supporting in-
formation for regulation during the pe-
riod specified herein were promptly
submitted to the Department after such
meeting was held; the provisions of this
section, including its effective time, are
identical with the aforesaid recommen-
dation of the committee, and informa-
tion concerning such provisions and
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effective time has been disseminated
among handlers of such lemons; it is
necessary, in order to effectuate the de-
clared policy of the act, to make this
section effective during the period herein
specified; and compliance with this sec-
tion will not require any special prepara-
tion on the part of persons subject hereto
which cannot be completed on or before
the effective date hereof. Such commit-
tee meeting was held on April 20, 1971.

(b) Order. (1) The respective quanti-
ties of lemons grown in California and
Arizona which may be handled during
the period April 25, 1971, through May 1,
1971, are hereby fixed as follows:

(i) District 1: 1,000 Cartons;

(ii) District 2: 224,000 Cartons;

(iii) District 3: Unlimited.

(2) As used in this section, “handled,”
“District 1,” “District 2,” “District 3,”
and “carton” have the same meaning as
when used in the said amended market-
ing agreement and order.

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: April 23, 1971.

PAaur A. NICHOLSON,
Deputy director, Fruit and Veg-
etable Division, Consumer and
Marketing Service.

[FR Doc.71-5882 Piled 4-23-71;11:25 am]

Chapter XI—Consumer and Market-
ing Service (Marketing Agreements
and Orders: Miscellaneous Com-
modities), Department of Agricul-
ture

PART 1201—TYPE 62 SHADE-GROWN
CIGAR-LEAF TOBACCO GROWN IN
DESIGNATED PRODUCTION AREA
OF FLORIDA AND GEORGIA

Subpart—Expenses and Rate of
§ Assessment

Notice was published in the FEDERAL
REGISTER on March 31, 1971 (36 F.R.
5917), that there were under considera-
tion proposals regarding expenses of the
Control Committee (established under
the Amended Marketing Agreement and
Amended Order No. 195 (7 CFR Part
1201)) regulating the handling of Type
62 shade-grown cigar-leaf tobacco grown
in designated production area of Florida
and Georgia and related rate of assess-
ment for the fiscal period ending Jan-
uary 31, 1972. The amended marketing
agreement and amended order are effec-
tive under the Agricultural Marketing
Agreement Act of 1937, as amended 7
U.S.C. 601 et seq.).

After consideration of all relevant mat-
ters presented, including the aforesaid
notice, it is hereby found as follows with
respect to the expenses of the Control
Committee for the fiscal period ending
January 31, 1972, and the related assess-

ment rate:

RULES AND REGULATIONS

§ 1201.300 Expenses and rate of assess-

ment for the fiscal period ending Jan-
uary 31, 1972,

(a) Expenses: Expenses in the amount
of $7,200 are reasonable and likely to be
incurred by the Control Committee for
its maintenance and functioning during
the fiscal period ending January 31, 1972,

(b) Rate of assessment. The rate of
assessment which each handler shall pay,
in accordance with the applicable pro-
visions of said amended marketing agree~
ment and amended order, as his pro rata
share of the aforesaid expenses is hereby
fixed at $1.60 per 1,000 pounds of tobacco
handled by such handler as the first
handler thereof during the fiscal period
ending January 31, 1972,

(¢) Terms used in this section shall
have the same meaning as when used
in said amended marketing agreement
and amended order.

It is hereby further found that good
cause exists for not postponing the effec-
tive time of this action until 30 days
after publication in the FEDERAL REGISTER
(5 U.S.C. 553) in that (a) the relevant
provisions of said amended marketing
agreement and amended order require
that the rate of assessment fixed for a
particular fiscal period shall be applicable
to all assessable tobacco handled during
such fiscal period, and (b) the current
fiscal period began February 1, 1971, and
the rate of assessment herein fixed will
automatically apply to all such assess-
able tobacco beginning with such date.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.
601-674)

Dated: April 21, 1971,

JACK THOMASON,
Director, Tobacco Division,
Consumer and Marketing Service,

[FR Doc.71-5719 Filed 4-23-71;8:46 am]

Title 3—ANIMALS AND
ANIMAL - PRODUCTS

Chapter |—Agricultural Research
Service, Department of Agriculture

SUBCHAPTER C—INTERSTATE TRANSPORTATION
OF ANIMALS AND POULTRY

[Docket No. 71-546)

PART 76—HOG CHOLERA AND
OTHER COMMUNICABLE SWINE
DISEASES

Areas Quarantined

Pursuant to provisions of the Act of
May 29, 1884, as amended, the Act of
February 2, 1903, as amended, the Act
of March 3, 1905, as amended, the Act
of September 6, 1961, and the Act of
July 2, 1962 (21 US.C. 111-113, 114g,
115, 117, 120, 121, 123-126, 134b, 134f),
Part 76, Title 9, Code of Federal Regula=-
tions, restricting the interstate move-
ment of swine and certain products

because of hog cholera and other com-
municable swine diseases, is hereby
amended in the following respects:

1. In § 76.2, the reference to the States
of New Mexico and Virginia in the intro-
ductory portion of paragraph (e) and
paragraphs (e) (6) relating to the State
of New Mexico and (e) (11) relating to
the State of Virginia are deleted, and
paragraph (f) is amended by adding
thereto the names of the States of New
Mexico and Virginia.

2. In §76.2, in paragraph (e)(10)
relating to the State of Texas, subdivision
(i) relating to El Paso, Harris, Galves-
ton, Liberty, Montgomery, and San
Jacinto Counties is amended to read:

(10) Texas. (i) All of Harris, Galves-
ton, Liberty, Montgomery, and San
Jacinto Counties.

(Secs. 4-7, 23 Stat. 32, as amended, secs. 1,
2, 32 Stat. 791-792, as amended, secs. 1-4,
33 Stat. 1264, 1265, as amended, sec, 1, 75
Stat. 481, secs. 3 and 11, 76 Stat. 130, 132;
21 U.8.C. 111, 112, 113, 114g, 115, 117, 120,
121, 123-126, 134b, 134f; 20 F.R. 16210, as
amended)

Effective date. The foregoing amend-
ments shall become effective upon
issuance.

The amendments exclude a portion of
Dona Ana County, N. Mex.; a portion
of Isle of Wight County, Va.; and El
Paso County, Tex. from the areas
quarantined because of hog cholera.
Therefore, the restrictions pertaining to
the interstate movement of swine and
swine products from or through quaran-
tined areas as contained in 9 CFR Part
76, as amended, will not apply to the
excluded areas, but will continue to apply
to the quarantined areas described in
§ 76.2(e). Further, the restrictions per-
taining to the interstate movement of
swine and swine products from non-
quarantined areas contained in said Part
76 will apply to the excluded areas. No
areas in the States of New Mexico and
Virginia, or in El Paso County, Tex,
remain under the quarantine.

The amendments add New Mexico and
Virginia to the list of hog cholera eradi-
cation States in § 76.2(f), and the spe-
cial provisions pertaining to the inter-
state movement of swine and swine prod-
ucts from or to such eradication States
are applicable to New Mexico and
Virginia. !

Insofar as the amendments relieve
cortain restrictions presently imposed
but no longer deemed necessary 0 pre-’
vent the spread of hog cholera, thes
must be made effective immediately 0
be of maximum benefit to affected per-
sons. Insofar as they impose restrictions.
they should be made effective promptly
in order o prevent the spread of hos

“cholera. It does not appear that public

ipation in this rule making pro-
é’:ﬁiﬁg ﬁ:lvould make additional televax;t
information available to this Depars
ment. Accordingly, under the admlmé-
trative precedure provisions in 5 Utshat
553, it is found upon good cause
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notice and other public procedure with
respect to the amendments are imprac-
ticable and unnecessary, and good cause
is found for making them effective less
than 30 days after publication in the
FEDERAL REGISTER.

Done at Washington, D.C., this 21st
day of April 1971.
F. J. MULHERN,
Acting Administrator,
Agricultural Research Service,

[FR Doc,71-5749 Filed 4-23-71;8:40 am]

[Docket No. 71-547]

PART 76—HOG CHOLERA AND
OTHER COMMUNICABLE SWINE
DISEASES

Areas Quarantined

Pursuant to provisions of the Act of
May 29, 1884, as amended, the Act of
February 2, 1903, as amended, the Act
of March 3, 1905, as amended, the Act
of September 6, 1961, and the Aet of
July 2, 1962 (21 U.S.C. 111-113, 114g, 115,
117, 120, 121, 123-126, 134b, 134f), Part
76, Title 9, Code of Federal Regulations,
restricting the interstate movement of
swine and certain products because of
hog cholera and other communicable
swine diseases, is hereby amended in the
following respects:

1. In § 76.2, the reference to the State
of Arkansas in the introductory portion
of paragraph (e) and paragraph (e) (1)
relating to the State of Arkansas are
deleted, and paragraph (f) is amended by
adding thereto the name of the State of

ansas.

2. In § 76.2, in paragraph (e) (T) relat-
Ing to the State of North Carolina, sub-
division (i) relating to Forsyth County
is deleted,

(Secs. 4-7, 23 Stat. 32, as amended, secs. 1,
2, 32 Stat. 791-792, as amended, secs. 1-4,
33 Stat. 1264, 1265, as amended, sec. 1, 75
Stat. 481, secs. 3 and 11, 76 Stat. 130, 132;
2 Us.c. 111, 112, 113, l14g, 115, 117, 120,

121, 123-126, 134b, 134f; 29 F.R. 16210, as
amended)

Effective date. The foregoing amend-
l:neélens shall become effective upon issu-
The amendments exclude a portion of
issippi County, Ark., and a portion

of Forsyth County, N.C., from the areas
Quarantined because of hog cholera,
Therefore, the restrictions pertaining to
the interstate movement of swine and
Swine products from or through quaran-
d areas as contained in 9 CFR Part
18, as amended, will not apply to the ex-
tluded areas, but will continue to apply
“the quarantined areas described in
taj6.2(e). Further, the restrictions per-
Ding to the interstate movement of
*Wine and swine products from non-
ggarantxned areas contained in said Part
§ Will apply to the excluded areas. No
F;er:; tllxnczhe tsts;wtecof Arkansas or in

unty, N.C.,

Maranting, remain under the
us'tl'he amendments add Arkansas to the
B of hog cholera eradication States in
6.2(f), and the speeial provisions per-
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taining to the interstate movement of
swine and swine products from or to such
eradication States are applicable to
Arkansas.

Insofar as the amendments relieve cer-
tain restrictions presently imposed but
no longer deemed necessary to prevent
the spread of hog cholera, they must be
made effective immediately to be of max-
imum benefit to affected persons, Insofar
as they impose restrictions, they should
be made effective promptly in order to
prevent the spread of hog cholera. It
does not appear that public participation
in this rule making proceeding would
make additional relevant information
available to this Department. Accord-
ingly, under the administrative proce-
dure provisions in 5 U.S.C, 553, it is found
upon good cause that notice and other
public procedure with respect to the
amendments are impracticable and un-
necessary, and good cause is found for
making them effective less than 30
days after publication in the FeperaLn
REGISTER.

Done at Washington, D.C., this 21st
day of April 1971.

F. J. MULHERN,
Acting Administrator,
Agricultural Research Service.

[FR Doc.71-5750 Filed 4-23-71;8:49 am]

[Docket No. 71-548]

PART 76—HOG CHOLERA AND
OTHER COMMUNICABLE SWINE
DISEASES

Areas Quarantined

Pursuant to provisions of the Act of
May 29, 1884, as amended, the Act of
February 2, 1903, as amended, the Act
of March 3, 1905, as amended, the Act
of September 6, 1961, and the Act of
July 2, 1962 (21 U.S.C. 111-113, 114g, 115,
117, 120, 121, 123-126, 134b, 134f), Part
76, Title 9, Code of Federal Regulations,
restricting the interstate movement of
swine and certain products because of
hog cholera and other communicable
swine diseases, is hereby amended in the
following respects:

In § 76.2, the introductory portion of
paragraph (e) is amended by adding the
name of the State of Indiana and a new
paragraph (e) (2) relating to the State
of Indiana is added to read:

(2) Indiana. The adjacent portions of
De Kalb and Allen Counties comprised of
all of Butler Township in De Kalb County
and the adjoining portion of Perry Town-
ship in Allen County bounded by a line
beginning at the junction of State High-
way 3 and the Allen-De Kalb County
line;” thence, following State Highway 3
in a southeasterly direction to the Cedar
Canyon Road; thence, following the
Cedar Canyon Road in a generally east-
erly direction to Vandalaha Road;
thence, following Vandalaha Road in an
easterly direction to the Perry-Cedar
Creek Township line; thence, following
the Perry-Cedar Creek Township line in
a northerly direction to the Allen-De
Kalb County line; thence, following the

7737

Allen-De Kalb County line in a westerly
direction to its junction with State High-
way 3.

(Secs. 4-7, 23 Stat. 32, as amended, secs. 1,
2, 32 Stat. 791-792, as amended, secs. 1-4, 83
Stat. 1264, 1265, as amended, sec. 1, 75 Stat.
481, secs. 3 and 11, 78 Stat, 130, 132; 21
U.S.C. 111-113, 114g, 115, 117, 120, 121, 123~
126, 134Db, 134f; 29 F.R. 16210, as amended)

Effective date. The foregoing amend-
ment shall become effective upon issu-
ance.

The amendment quarantines portions
of De Kalb and Allen Counties in Indiana
because of the existence of hog cholera.
This action is deemed necessary to pre-
vent spread of the disease. The restric-
tions pertaining to the interstate move-
ment of swine and swine products from
or through quarantined areas as con-
tained in 9 CFR Part 76, as amended,
will apply to the quarantined portions of
such counties.

The amendment imposes certain fur-
ther restrictions necessary to prevent the
interstate spread of hog cholera and must
be made effective immediately to accom-
plish its purpose in the public interest.
Accordingly, under the administrative
procedure provisions in 5 U.S.C. 553, it is
found upon good cause that notice and
other public procedure with respect to
the amendment are impracticable and
contrary to the public interest, and good
cause is found for making it effective less
than 30 days after publication in the
FEDERAL REGISTER,

Done at Washington, D.C., this 2ist
day of April 1971.
F. J. MULHERN,
Acting Administrator,
Agricultural Research Service.

[FR Doc.71-5751 Filed 4-23-71;8:49 am]

PART 78—BRUCELLOSIS

Subpart D—Designation of Modified
Certified Brucellosis Areas, Public
Stockyards, Specifically Approved
Stockyards, and Slaughtering Es-
tablishments

MobIr1Ep CERTIFIED BRUCELLOSIS AREAS

Pursuant to § 78.16 of the regulations
in Part 78, as amended, Title 9, Code
of Federal Regulations, containing re-
strictions on the interstate movement
of animals because of brucellosis, under
sections 4, 5, and 13 of the Act of May 29,
1884, as amended; sections 1 and 2 of the
Act of February 2, 1903, as amended; and
section 3 of the Act of March 3, 1905,
as amended (21 U.S.C. 111-113, 114a-1,
120, 121, 125), § 78.13 of said regulations
designating Modified Certified Brucel-
losis Areas is hereby amended to read
as follows:

§ 78.13 Modified certified brucellosis
areas.

The following States, or specified por-
tions thereof, are hereby designated as
Modified Certified Brucellosis Areas:

Alabama. The entire State;

4Alaska. The entire State;
Arizona. The entire State;
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Arkansas. The entire State;

Cualifornia, The entire State;

Coiorado. The entire State;

Connecticut. The entire State;

Delaware. The entire State;

Florida. The entire State;

Georgia. The entire State;

Hawaii. The entire State;

Idaho. The entire State;

Illinois, The entire State;

Indiana. The entire State;

Iowa. The entire State;

Kansas. The entire State;

Kentucky. The entire State;

Louisiana. The entire State;

Maine. The entire State;

Maryland. The entire State;

Massachusetis. The entire State;

Michigan. The entire State;

Minnesota. The entire State.

Mississippi. The entire State;

Missouri. The entire State;

Montana. The entire State;

Nebraska. The entire State;

Nevada. The entire State;

New Hampshire. The entire State;

New Jersey. The entire State;

New Mezico. The entire State;

New York, The entire State;

North Carolina. The entire State;

North Dakota. The entire State;

Oniio. The entire State;

Oklahoma. The entire State;

Oregon. The entire State;

Pennsylvania. The entire State;

Rhode Istand. The entire State;

South Carolina. The entire State;

South Dakota. Aurora, Beadle, Bennett,
Bon Homme, Brookings, Brown, Brule, Buf-
falo, Butte, Campbell, Charles Mix, Clark,
Clay, Codington, Corson, Custer, Davison,
Day, Deuel, Dewey, Douglas, Edmunds, Fall
River, Faulk, Grant, Gregory, Haakon,
Hamlin, Hand, Hanson, Harding, Hyde, Jack-
son, Jerauld, Jones, Kingsbury, Lake, Law-
rence, Lincoln, Lyman, McCook, McPherson,
Marshall, Meade, Mellette, Miner, Minne-
haha, Moody, Pennington, Perkins, Potter,
Roberts, Sanborn, Shannon, Spink, Stanley,
Todd, Tripp, Turner, Union, Walworth,
Washabaugh, Yankton, and Zeibach Coun-
ties; and Crow Creek Indian Reservation;

Tennessee. The entire State;

Teras. Anderson, Andrews, Angelina,
Aransas, Archer, Armstrong, Atascosa, Austin,
Balley, Banders, Bastrop, Baylor, Bee, Bell,
Bexar, Blanco, Borden, Bosque, Bowie, Brazos,
Brewster, Briscoe, Brooks, Brown, Burleson,
Burnet, Caldwell, Calhoun, Callahan, Cam-
eron, Camp, Carson, Cass, Castro, Chambers,
Cherokee, Childress, Clay, Cochran, Coke,
Coleman, Collin, Collingsworth, Colorado,
Comal, Comanche, Concho, Cooke, Coryell,
Cottle, Crane, Crockett, Crosby, Culberson,
Dallam, Dallas, Dawson, Deaf Smith, Delta,
Denton, Dickens, Dimmit, Donley, Duval,
Eastland, Ector, Edwards, Ellis, El Paso,
Erath, Falls, Fannin, Fayette, Fisher, Floyd,
Foard, Franklin, Freestone, Frio, Gaines, Gal-
veston, Garza, Gillesple, Glasscock, Goliad,
Gray, Grayson, Gregg, Guadalupe, Hale, Hall,
Hamilton, Hansford, Hardeman, Hardin, Har-
rison, Hartley, Haskell, Hays, Hemphill, Hen-
derson, Hidalgo, Hill, Hockley, Hood, Houston,
Howard, Hudspeth, Hunt, Hutchinson, Irfon,
Jack, Jackson, Jasper, Jeff Davis, Jefferson,
Jim Hogg, Jim Wells, Johnson, Jones, Karnes,
EKaufmann, Kendall, Kent, Kerr, Kimble,
King, Kinney, Knox, Lamar, Lamb, Lampasas,
Iee, Leon, Limestone, Lipscomb, Live Oak,
Liano, Loving, Lubbock, Lynn, McCullouch,
MclLennan, McMullen, Madison, Marion,
Martin, Mason, Maverick, Medina, Menard,
Midland, Milam, Mills, Mitchell, Montague,
Montgomery, Moore, Morris, Motley, Naca-
doches, Navarro, Newton, Nolan, Ochiltree,
Oldham, Orange, Palo Pinto, Panola, Parker,
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Parmer, Pecos, Polk, Potter, Presidio, Rains,
Randall, Reagan, Real, Red River, Reeves,
Refugio, Roberts, Robertson, Rockwall, Run-
nels, Rusk, Sabine, San Augustine, San
Jacinto, San Saba, Schleicher, Scurry,
Shackelford, Shelby, Sherman, Smith, Somer-
vell, Starr, Stephens, Sterling, Stonewall,
Sutton, Swisher, Tarmnt Taylor, Terrell,
Terry, Throckmorton, Tom Green, Travis,
Trinity, Tyler, Upshur, Upton, Uvalde, Val
Verde, Van Zandt, Walker, Ward, Washington,
Webb, Wheeler, Wichita, Wilbarger, William-
son, Wilson, Winkler, Wise, Wood, Yoakum,
Young, Zapata, and Zavala Counties;

Utah. The entire State;

Vermont. The entire State;

Virginia. The entire State;

Washington. The entire State;

West Virginia. The entire State;

Wisconsin. The entire State;

Wyoming. The entire State;

Puerto Rico. The entire area; and

Virgin Isiands of the United States. The
entire area.

(Secs. 4, 5, 23 Stat. 32, as amended: secs. 1, 2.
32 Stat. 791-792, as amended; sec. 3, 33 Stat.
1265, as amended; sec. 2, 656 Stat. 693; 21
U.S.C. 111-113, 114a-1, 120, 121, 125; 29 F.R.
16210, as amended, 9 CFR 78.16)

Effective date. The foregoing amend-
ment shall become effective upon publi-
cation in the FEDERAL REGISTER (4-24-T1),

The amendment adds the following
additional area to the list of areas desig-
nated as Modified Certified Brucellosis
Areas because it has been determined
that such area comes within the defini-
tion of §78.1(1): Franklin County in
Texas.

Avoyelles Parish in Louisiana was de-
leted from the list of areas designated as
Modified Certified Brucellosis Areas on
January 14, 1971, because it was deter-
mined that such parish no longer came
within the definition of § 78.1(1); the
amendment restores Avoyelles Parish to
such list because it has been determined
to come within the definition of § 78.1(1),
thereby restoring the entire State of
Louisiana to the list of Modified Certified
Brucellosis Areas.

The amendment imposes certain re-
strictions necessary to prevent the spread
of brucellosis in cattle and relieves cer-
tain restrictions presently imposed, It
should be made effective promptly in
order to accomplish its purpose in the
public interest and to be of maximum
benefit to persons subject to the restric-
tions which are relieved, Accordingly,
under the administrative procedures
provisions of 5 U.S.C. 553, it is found
upon good cause that notice and other
public procedures with respect to the
amendment are impracticable, unneces-
sary, and contrary to the public interest,
and good cause is found for making the
amendment effective less than 30 days
after publication in the FEDERAL
REGISTER.

Done at Washington, D.C., this 20th
day of April 1971,
R. S. SHARMAN,
Director, Animal Health Divi-
sion, Agricultural Research
Service.

[FR Doc.7T1-5752 Filed 4-23-71;8:49 am]

Title 12—BANKS AND BANKING

Chapter Il—Federal Reserve System

SUBCHAPTER A—BOARD OF GOVERNORS OF
THE FEDERAL RESERVE SYSTEM

[Reg. U]
PART 221—CREDIT BY BANKS FOR
THE PURPOSE OF PURCHASING OR
CARRYING MARGIN STOCKS

Credit To Contribute Capital to Brokers
and Dealers

1. Effective immediately, §2212 is
amended by deleting “and” at the end of
paragraphs (j) and (k), by deleting the
period at the end of paragraph (1) and
inserting in its place “; and”, and by
adding a new paragraph (m) as follows:

§ 221.2 Exceptions to General Rule.

Notwithstanding the provisions of
§221.1, a bank may extend and may
maintain any credit for the purpose
specified in § 221.1, without regard fo the
limitations prescribed therein, or in
§ 221.3(t), if the credit comes within any
of the following descriptions.

- » B . *

(m) Any credit extended to or main-
tained for a customer for the purpose of
making a loan or contribution of capital
to a broker or dealer subject to Part 220
of this chapter (Regulation T) if the
loan or contribution is in conformity with
the requirements regarding satisg‘a_ctox_-y
subordination agreements or equities in
the accounts of partners of a rule qf t;lxe
Securities and Exchange Commission
(Rule 15¢3-1 (c¢)(2)(A), (c¢)(4), and
(¢) (7)) (17 CFR 240.15¢3-1 (c) (2) (A),
(¢c) (4), and (e) (7)) or the capital rules
of an exchange of which the broker or
dealer is a member if the members
thereof are exempt therefrom by Rule
15¢3-1(b) (2) of the Commission (17
CFR 240.15¢-1(b) (2)) or to purchase
stock in a creditor which is a corpora-
tion: Provided, That any such credit ex-
tended after April 16, 1971, shall become
subject upon renewal to such additional
restrictions as the Board of Governors
may impose by regulation concerning the
conditions upon which credit may be ex-
tended for the purpose of making such
loan or contribution: And provided fur-
ther, That (1) all of the proceeds of
such extension of credit are so loaned or
contributed to the capital of the broker
or dealer, and (2) that the proceeds of
any withdrawal of such loan or contribu-
tion of capital from the broker or dealer
by the customer or redemption of such
stock shall be used to reduce or retire
said extension of credit.

2a. These amendments are issued pul:-
suant to section 7 of the Securities Ex-
change Act of 1934 (15 US.C. 78g). The
changes are to permit banks fo extenci
or maintain credit for the purpose 0
enabling the customer to contribute cap-
ital to a broker/dealer firm whether in
the form of a subordinated loan, equities
in the accounts of partners or a purchasé
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of stock in & corporation or otherwise,
without regard to the initial margin
requirements of §§221.1 and 221.4 (the
Supplement to Regulation U). Credit
extended after April 16, 1971, and prior
to adoption of proposed amendments to
Regulation U, published concurrently
herewith in the FEDERAL REGISTER under
notice of proposed rule making, would
become subject upon subsequent renewal
to the restrictions imposed by such
amendments. This action is taken to
facilitate the raising of capital by broker/
dealer firms and to encourage the per-
manency of such capital.

b. The requirements of section 553 (h)
of title 5, United States Code, with re-
spect to notice, public participation, and
deferred effective date were not followed
in commection with these amendments
because following such requirements
would have prevented the Board’s action
from becoming effective as promptly as
necessary in the public interest.

By order of the Board of Governors,
April 16, 1971,

[SEAL] KENNETH A. KENYON,

Deputy Secretary.
[FR Doc.71-5728 Filed 4-23-71;8:47 am)

litle 21—FOOD AND DRUGS

Chapter I—Food and Drug Adminis-
tration, Department of Health, Ed-
ucation, and Welfare

SUBCHAPTER B—FOOD AND FOOD PRODUCTS
PART 121—FOOD ADDITIVES

St{bpun D—Food Additives Permitted
in Food for Human Consumption

Soprum NITRITE

Section 121.1064 of the food additive
fegulations provides for the use of sodium
litrite as a preservative and color fix-
8iive in smoked cured tunafish products
50 that the level of the additive does not
Exceed 10 parts per million in the finished
broduct. It has come to the attention of
the Commissioner of Food and Drugs that
§121.1064(a) (1) inadvertently refers to
Ue of the additive as a preservative.
Since' no substantial evidence supports
e of the additive as a preservative at
3;5 e;)mscnbed level, a correction is in

Therefore, pursuant to provisions of
Te Federal Food, Drug, and Cosmetic
. ,,Cat (secs. 409, 701, 52 Stat. 1055, 72 Stat,

5-88.‘as amended; 21 U.S.C. 349, 371)
aczd Under authority delegated to the
b Mmissioner (21 CFR 2.120), § 121.1064

') is revised to read as follows:

$121.1064  Sodium nitrite.

] - L -
(A) * & o

(1) As a color fixative in smoked cured
o h products so that the level of
ber Um nitrite does not exceed 10 parts
Dfodnl:lclton €0.001 percent) in the finished

NO. BO—R- —3
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Since this amendment is a correction,
notice and public procedure are not pre-
requisites to this promulgation.

Effective date. This order shall be ef-
fective upon publication in the FEDERAL
REGISTER (4-24-T1).

(Secs. 409, 701, 52 Stat. 1055, 72 Stat. 1785-88,
as amended; 21 U.S.C. 849, 871)
Dated: April 15, 1971.

Sam D. FINE,
Associate Commissioner
for Compliance.

[FR Doc.71-5727 Filed 4-23-71;8:47 am]

SUBCHAPTER C—DRUGS

PART 145—ANTIBIOTIC DRUGS; DEF-
INITIONS AND INTERPRETATIVE
REGULATIONS

Penicillamine

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 507,
59 Stat. 463, as amended; 21 U.S.C. 357)
and under authority delegated to the
Commissioner of Food and Drugs (21
CFR 2.120), Part 145 is amended to add
definitions for penicillamine and penicil-
lamine master and working standards,
as follows:

1. In § 145.2, by adding a new subpara-
graph to paragraph (a), as follows:

§145.2 Definitions of antibiotiec
substances.

(8.) .- * 9

(35) Penicillamine. Penicillamine is a
hydrolysis product of penicillin.

2. In § 145.3, by adding to paragraphs
(a) and (b) a new subparagraph each,
as follows:

§ 145.3 Definitions of master and work-
ing standards.

(a) L

(43) Penicillamine. The term “peni-
cillamine master standard” means a
specific lot of penicillamine that is desig-
nated by the Commissioner as the stand-
ard of comparison in determining the
penicillamine content of the penicil-
lamine working standard.

(b) .

(43) Penicillamine. The term “peni-
cillamine working standard” means a lot
of a homogeneous preparation of peni-
cillamine.

3. In § 145.4(b), by adding the follow-
ing new subparagraph:

§ 145.4 Definitions of the terms “unit”
and “microgram” as applied to anti-
biotic substances.

- . . » -

(b) L L N

(46) Penicillamine. The term “micro-
gram” applied to penicillamine means
the amount of penicillamine in 1.000
microgram of the penicillamine master
standard. The master standard has a
purity of 100 percent.

Since this order merely adds defini-
tions of penicillamine and its master and
working standards to allow designation
of a master standard and is noncontro-
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versial in nature, notice and public pro-
cedure and delayed effective date are
unnecessary prerequisites to this order.

E flective date. This order shall be ef-
fective upon publication in the FEpEraL
REGISTER (4-24-T71).

(Sec. 507, 59 Stat. 463, as amended; 21 U.S.C.
857)

Dated: April 12, 1971,

H. E. StMMONS,
Director, Bureau of Drugs.

[FR Doc.71-5709 Filed 4-23-71;8:45 am]

Title 26—INTERNAL REVENUE

Chapter |—Internal Revenue Service,
Department of the Treasury

SUBCHAPTER D—MISCELLANEOUS EXCISE
TAXES

[T-D. 7109]

PART 147—TEMPORARY REGULA-
TIONS UNDER THE INTEREST
EQUALIZATION TAX ACT

Election To Subject Certain Debt
Obligations to Tax

In order to prescribed regulations pro-
viding rules for certain domestic cor-
porations and partnerships to elect ‘o
have certain debt obligations subject to
the Interest Equalization Tax under
subsection (c) of section 4912, as
amended by the Interest Equalization
Tax Extension Act of 1971, the Tem-
porary Regulations under the Interest
Equalization Tax Act (26 CFR 147) are
amended by adding the following new
section:

§ 147.10-1 Election to treat certain deht
obligations as subject to tax.

(a) In general. Section 4912(c) per-
mits a domestic corporation or a do-
mestic partnership to elect with respect
to any issue of its debt obligations to
have such debt obligations, whether or
not convertible into or exchangeable for
stock, and whether or not having a pe-
riod to maturity of at least 1 year,

(1) Which are part of a new or original
issue, or

(2) Which are part of an issue out-
standing on April 1, 1971, and which
since such date have been treated under
section 4912(b) (3) as debt obligations of
a foreign obligor,

treated as debt obligations of a foreign
obligor. See paragraph (b)(3) for rules
relating to when an assumption of one
or more debt obligations will be treated
as a new or original issuance. The ac-
quisition by a U.S. person (other than
the issuer) of debt obligations for which
an election has been made will, not-
withstanding any other provision of
chapter 41 of the Internal Revenue Code
(relating to the interest equalization
tax), be subject to the tax imposed
by section 4911 at the rate applicable
on acquisition of outstanding stock
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under section 4911(b). Thus, for ex-
ample, the exemption for prior Ameri-
can ownership under section 4918 will
not be applicable on the acquisition by
a U.S. person of any such debt obliga-
tions. However, refund or credits, as pro-
vided for in section 4919, will remain
applicable in connection with the acqui-
sition of obligations for which an elec-
tion has been made under section 4912
(¢). For purposes of this paragraph, an
acquisition pursuant to a right to con-
vert or exchange a debt obligation for
stock or in discharge of the obligation
of a guarantor shall be treated as an
acquisition by the issuer, provided such
right or guarantee arises no later than
the time such obligation first becomes
subject to a section 4912(c) election.

(b) Definitions—(1) Issue. For pur-
poses of this section, debt obligations
(including a single instrument) will be
treated as constituting an issue if they
comprise a separately identifiable class
or series of bonds, debentures, or other
debt obligations.

(2) Original or new issue. For pur-
poses of this section, an issue of debft
obligations shall be treated as an orig-
inal or new issue if none of the debt
obligations in the issue has been acquired
prior to the effective date of an election
made under this section with respect to
such debt obligations.

(3) Debt obligations assumed. ¥For
purposes of paragraph (a) of this sec-
tion, the assumption by a domestic cor-
poration of all of an issue of debt obli-
gations of an affiliated corporation is
to be treated as the issuance of a new or
original issue of debt obligations by such
domestic corporation, and such domestic
corporation shall be treated as the issuer
of such new or original issue. A domestic
corporation is to be treated as affiliated
with another corporation if both cor-
porations are members (or would be
members if they were both domestic
corporations) of the same controlled
group (within the meaning of section
48(c) (3) (C)).

(¢) Time and manner of making elec-
tion—(1) Time of election. An election
under paragraph (a)(1) of this section
shall be made prior to the issuance of
any debt obligation which is part of an
original or new issue (or prior to the
assumption of an issue of debt obliga-
tions specified in paragraph (b)(3) of
this section). An election under para-
graph (a)(2) of this section may be
made at any time,

(2) Manner of election. An election
under this section shall be made by fil-
ing a statement containing the informa-
tion required in subparagraph (3) of this
paragraph together with a sample of
the instruments evidencing the debt
obligations to be subject to the election
(with an indication or endorsement of
taxability as provided in paragraph (d)
of this section) with the Commissioner
of Internal Revenue, Attention: CP:A: 0O,
Washington, D.C. 20224, Such statement
shall indicate that a section 4912(c)
election is being made, and shall be
signed by an individual authorized to
sign Federal income tax returns of the
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electing person. The election shall be
deemed to be made at the time it is filed
with the Commissioner and shall be ef-
fective with respect to debt obligations
which are part of a new or original issue
(other than an issue described in para-
graph (b) (3) of this section) as of the
date on which interest begins to acerue
on the debt obligations for which such
election is being made, but in no event
shall such effective date be later than
the date on which such debt obligations
are issued. The effective date with re-
spect to debt obligations for which an
election is being made shall be, for debt
obligations described in paragraph (a)
(2) of this section, the date on which
such election is filed, and, for debt obli-
gations specified in paragraph (b) (3) of
this section, the date on which such
debt obligations are assumed.

(3) Information to be furnished. The
statement of election shall contain the
following information:

(i) The name, address, employer iden-
tification number, and principal place of
business of the corporation or partner-
ship making the election;

(ii) The total face amount of the
class or series of debt obligations which
is to be subject to the election, as well as
the date of maturity of such debt obli-
gations, and their date or dates of issu-
ance, issue price, interest rate, designa-
tion by which separately identifiable, and
a brief description of such debt obliga-
tions including whether they are con-
vertible into or exchangeable for stock,
and, if so, the type of stock into which
or for which the debt obligations can be
converted or exchanged and the earliest
date on which such conversion or ex-
change privilege may be exercised.

(iii) A statement that all instruments
evidencing the debt obligations subject
to the election have an indication or en-
dorsement of taxability which meets the
requirements of paragraph (d) of this
section.

In the case of obligations described in
paragraphs (a)(2) and (b)(3) of this
section, the foregoing information (if
applicable) shall be provided with re-
spect to the debt obligations subject to
an election both as of the time of their
initial issuance and at the time the elec-
tion is made.

(d) Indication or endorsement of tax-
ability. Debt obligations for which an
election is made under this section shall
contain the following indication or en-
dorsement of taxability.

(1) New or original issue. On the face
of each document evidencing any debt
obligation which is part of such new or
original issue (other than an issue
treated as new or original under para-
graph (b) (3) of this section) for which
an election has been made there is
marked the following or substantially
similar language: ““This debt obligation
is to be treated as the debt obligation of
a foreign obligor for purposes of the U.S.
interest equalization tax and its acquisi-
tion by a U.S. person shall subject such
person to tax liability, without regard to
any exemption or exclusion in chapter 41
of the Internal Revenue Code, at the rate

of tax applicable upon the acquisition of
outstanding stock.”

(2) Debt obligations under section
4912(b) (3). On the face of each docy-
ment evidencing any debt obligation
which is part of an issue outstanding on
April 1, 1971, and which since such date
has been treated under section 4912
(3) as a debt obligation of a foreign
obligor there is marked the following or
substantially similar language: “This
debt obligation is to be treated as the
debt obligation of a foreign obligor for
purposes of the U.S. interest equalization
tax and its acquisition by a U.S. person
shall subject such person to tax liability
to the extent provided in chapter 41 of
the Internal Revenue Code.” In addition,
in any instance where as a result of the
mutilation, destruction, loss, or theft of
debt obligations, or for any other reason,
the domestic corporation or partnership
making an election under this section ex-
ecutes after the election is made one or
more documents in substitution for one
or more documents which were part of an
issue for which an election was made
under paragraph (a) (2) of this section,
such corporation or partnership shall add
as an endorsement on the face of the new
document evidencing such obligation the
following or substantially similar lan-
guage: “This debt obligation is subject fo
the provisions of section 4912(c) of the
Internal Revenue Code of 1954. The
rate of tax applicable to the acquisition
of this debt obligation by a U.S. person
shall be equal to the rate of tax appli-
cable upon the acquisition of outstand-
ing stock.”

(3) Debt obligations which are as-
sumed. Any document evidencing a debt
obligation which is assumed under this
section shall, if such debt obligation was
issued by—

(i) A domestic corporation, have
clearly marked upon its face a statement
similar to the language in the first sen-
tence of subparagraph (2) of this para-
graph indicating that the acquisition of
such debt obligation by a U.S. person is
subject to the interest equalization tax;

(i) A foreign corporation, be clearly
evident from its face that it is a debt
obligation of a foreign obligor.

In addition, in any instance where as &
result of the mutilation, destruction, 10sS,
or theft of debt obligations, or for any
other reason, the domestic corporation o
partnership making an election under
this section executes after the election I
made one or more documents in substi-
tution for one or more documents which
were part of an issue for which an eleg-‘
tion described in paragraph(b) (3) of this
section was made, such corporation or
partnership shall add as an endorsement
on the face of the new document evidenc-
ing such obligation the following or sub-
stantially similar language; “This debt
obligation is to be treated as the debt
obligation of a foreign obligor for pur-
poses of the U.S. interest equalization mﬁ
and its acquisition by a U.S. person sha

subject such person to tax liability, v«lgh-
out regard to any exemption or exclusion
in chapter 41 of the Internal Revente

REGISTER, VOL. 36, NO. 80—SATURDAY, APRIL 24, 1971

-~

T AR LR T



Code, at the rate of tax applicable upon
the acquisition of outstanding stock.”
Because of the need for immediate
guidance with respeet to the provisions
contained in this Treasury decision, it is
found impracticable to issue it with no-
tice and publie procedure thereon under
stubsection (b) of section 553 of title 5
of the United States Code or subject to
the effective date limitation of subsection
(d) of that section.
(Section 7805 of the Internal Revenue Code
of 1954; 68A Stat. 917; 26 U.S.C. 7805)

[sEaL] RaxvorrH W. THROWER,
Commissioner of Internal Revenue,
Approved: April 22, 1971,

Epwin S. COHEN,
Assistant Secretary
of the Treasury.

[FR Doc.71-5817 Filed 4-23-71;8:50 am]

PART 150—MANUFACTURE OF
OPIUM FOR SMOKING PURPOSES

PART 151—REGULATORY TAXES ON
NARCOTIC DRUGS

PART 152—REGULATORY TAXES ON
MARIHUANA

Cross REFERENCE: For a document re-

seinding Parts 150, 151, and 152 of this

title, see F.R. Doe. 71-5688, appearing as
Part IT of this issue,

litle 47—TELECOMMUNICATION

Chapter I—Federal Communications
Commission
[Docket No, 18927; FCC T1-322]

PART 73—RADIO BROADCAST
SERVICES

limitation of Television Stations’
Access to Programs of More Than
One National Network

Correction

In FR. Doc. 71-4712 appearing at
Page 6507 in the issue of Tuesday,
April 6, 1971, in the first line of § 73.658
WD () the word “television” should be

inserted between the words “commercial”
and “station”,

litle 49—TRANSPORTATION

Chapter X—Interstate Commerce
Commission
SUBCHAPTER B—PRACTICE AND PROCEDURE
|Ex Parte No. 274]

PART 1121—ABANDONMENT OF
RAILROAD LINES

In the matter of regulations governing
bplications under seetion I, paragraphs
(18) to (20), inclusive, of the Interstate
Commerce Act for certifieates of public
fonvenience and necessity authorizing

FEDERAL
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the abandonment of a line of railroad,
‘or the operation thereof.

At a General Session of the Interstate
Commerce Commission, held at its office
in Washington, D.C., on the 31st day of
March, A.D. 1971.

It appearing, that inasmuch as the
regulations in §§ 1121.1 to 1121.5, inclu-
sive, contemplated herein are directed
only to rules of agency organization, pro-
cedure, or practice, further notice and
public procedure are unnecessary. And
good cause therefor appearing:

It is ordered, That Part 1121, be and
it is hereby, revised to read as follows:

APPLICATION
Sec.
1121.1 Information to be contained in ap-

plication,

Preparation of application.
Verification of application.
11214 TFillng of application,
1121.,5 Notice and service of application,

AvTHORITY: The provisions of this Part
1121 issued under sec. 12, 24 Stat. 383, as
amended; 41 Stat. 476, as amended; 49 US.C,
12.1,

§1121.1 Information to be contained in
application.

Applications for certificates of public
convenience and necessity permitting
the abandonment of railroad lines or
the operation thereof shall set forth
full and complete responses to the follow-
ing questions:

(a) Exact corporate name of the ap-
plicant.

(b) Whether the applicant is a carrier
by railroad subject to the Interstate
Commerce Act.

(¢) Route and termini of the line pro-
posed to be abandoned with its total
length in miles naming each county in
which any portion is situated.

(d) Whether abandonment of the line
itself, or only of its operation is sought.

(e) Name, title, and post office address
of counsel or officer to whom correspond-
ence in regard to the application should
be addressed.

(f) The present state of maintenance
of the line, estimated deferred mainte-
nance or rehabilitation costs, if any, and
annual avoidable maintenance costs,
with the bases of these costs.

(g) The estimated net salvage value
of the line, with the basis of the estimate.

(h) A brief description of the present
train service on the line, and of impor-
tant changes made in the past 2 calendar
years. /

(i) The names of all stations on the
line, stated in order with milepost num-
bers, with the approximate population
of each, and the authority for the infor-
mation, showing for each place the
names of all other railroads by which it
is served, or its distance by highway from
the nearest other railroad. Distinguish
nonagency stations and connections with
other railroads for interchange of traffic.

(j) A detailed statement of the loca-
tion and nature of the highways avail-
able for movement of the traffic now
handled by the line, and of the common
;:!arrier truck service on such highways,

any.

1121.2
11213
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(k) The nature of the industries in
the tributary territory (such as farm-
ing, mining, lumbering, manufacturing,
etc.), how long established, and the ex-
tent to which each is dependent upon
the line for transportation. State loca-
tion and cther facts concerning the most
important plants served.

(1) If passenger service is provided
on the line, will the service be via an
alternate route (route should be de-
tailed), or have appropriate steps been
taken for disconlinuance pursuant to
sections 13a (1) and (2) of the act or
Transporiation Act of 1970 or does the
service fall within purview of Public
Law 91-518.

(m) The freight tonnage handled by
the iine for each of the last 2 calendar
wvears, and for that part of the current
year for which the information is avail-
able, showing the number of cars and
the tonnage of carload freight, classi-
fied by principal commodities, and the
tonnage of less-than-carload freight.
Show in separate statements (1) local
freight originated at and destined to
points on the line, (2) freight moved
between points on the line and points
beyond it, and (3) freight neither origi-
nated at nor destined to points on the
line (overhead or bridege traffic).

(n) (1) If the line to be abandoned is
less than the entire mileage operated by
the applicant, a statement showing the
effect of the proposed abandonment on
the net railway operating income of the
applicant. The statement should include
for each of the last 2 calendar years and
for that part of the current year for
which the information is available:

(1) The applicant’s total railway op-
erating revenue from traffic shown in
paragraph (m) of this section, main-
taining the separation between para-
graphs (m) (1), (m)(2) and if traffic is
to be abandoned, (m) (3) of this section,
with further separation of the operating
revenue that should be assigned to the
line proposed to be abandoned and be-
yond limits of said line with a statement
of the methods for such assignment. The
revenues from freight and other services
should be shown separately;

(ii) The avoidable costs of maintain-
ing and operating the line proposed to be
abandoned, including payroll taxes,
stated by appropriate primary accounts,
actual so far as possible and otherwise
approximated, with a full statement of
the methods used;

(iii) Other items entering into the ap-
plicant’s income account and assignable
to the line proposed to be abandoned,
with methods of assignment;

(iv) The costs of moving the traffic in
paragraph (m) (2) of this section, and if
traffic is to be abandoned, paragraph
(m) (3) of this section, beyond the limits
of the line proposed to be abandoned on
other parts of the applicant’s lines, with
method of determination;

(v) If traffic in paragraph (m) (iii) of
this section is not to be retained, the
costs of moving the traffic via alternate
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routes, with methods of determination;
and

(vi) Property taxes of line to be
abandoned with method of determina-
tion.

(2) If the applicant’s line is operated
as part of a system under common con-
trol and management, a statement for
the same period as required in subpara-
graph (1) of this paragraph showing the
effect of the proposed abandonment on
the net railway operating income of the
other unit members of the system. This
statement should show the revenues ac-
cruing to the other unit members from
traffic moving to and from the line pro-
posed to be abandoned and the costs of
handling such traffic. The methods of
determining such revenues and costs
also should be shown.

(o) If the volume of freight or passen-
ger traffic of the line has decreased dur-
ing recent years, any reasons therefor.

(p) If the line is operated as a joint
facility, and .abandonment of the appli-
cants’ operation only is proposed, state
fully the facts as to operation by others
and the extent to which it will supply
the place of the operation it is proposed
to abandon.

(q) State what effort has been made
fo dispose of the line so as to insure its
continued operation, and what, if any,
transportation service will remain or
may be substituted for that proposed to
be discontinued.

(r) A summary statement of the rea-
sons for the application.

(s) The application and each copy
thereof shall be accompanied by the fol-
lowing exhibits:

(1) A situation map on a sheet not
Jarger than 16 x 21 inches, preferably
8 x 10}z inches or some multiple thereof.
This map must be drawn to scale and the
scale shown thereon. It must cover a suf-
ficient territory, showing the railroads,
water routes, and important points there-
in, and in clear relief, the line it is pro-
posed to abandon, and its principal sta-
tions.

(2) A copy of the applicant’s general
balance sheet of the latest date avail-
able, and a copy of the applicant’s in-
come account for each of the last 2 calen-
dar years, and for that portion of the
current year for which the information is
available.

(3) Draft of notice of filing. In addi-
tion, three extra copies of the draft of
notice should be submitted, unbound, for
use of the Commission. The draft shall
be in the following form:

Norice

(Name of applicant) hereby gives notice
that on the o r T (O e e i , it
filed with the Interstate Commerce Commis~
sion at Washington, D.C., an application for
a certificate of public convenience and ne-
cessity permitting abandonment of a line of
railroad extending from railroad milepost
...... near (stationname) ina - ___
direction to (the end of line or railroad mile-
post) near (station name), a distance of
miles, in County(ies),
(state). The line for which the abandon-
ment application has been filed includes the
stations of (list all stations in question 9).
This application has been assigned Finance

RULES AND REGULATIONS

Docket NO, —e---.. The proceeding will be
handled without public hearings unless pro-
tests are received which contain informa-
tion indicating a need for such hearings. Any
protests submitted shall be filed with the
Commission no later than (here insert, on
all notices, date thirty (30) days from date of
first publication),
(Name of applicant)

(If this application is being filed concur-
rently with an application for construction
and/or trackage, the notices should be modi-
fled to include all detalls.)
As provided in § 1121.3, the application
shall contain verification in the follow-
ing form:

VERIFICATION
Srate of =i cinioasea
Countyof - ________ } B
(Name of affiant)

makes oath and says that he Is the .. .~...
of the

applicant herein;
(Corporate name of applicant)

that he has been authorized by proper cor-
porate action on the part of said applicant, or
by the proper court, to verify and file with
the Interstate Commerce Commission the
foregoing application in Finance Docket No.

the statements referred to in said applica-
tion and the exhibits attached thereto and
made a part thereof; that he has knowledge
of the matters set forth in such application
and that all such statements made and mat-
ters set forth therein are true and correct
to the best of his knowledge, information,
and belief.

Subscribed and sworn to before me ...
...... in and for the State and County above
named, this ... .__dayof - ______.._ 19_..

........................

§ 1121.2 Preparation of application.

The application shall be prepared in
typewritten or printed form on paper ap-
proximately 8% x 11 inches, with 1'%
inch margin at the left side for binding.
Carbon copies, hectographed copies,
white line blue prints, or copies prepared
by similar processes will not be accepted.

§ 1121.3 Verification of application.

The original application shall be signed
by an executive officer of the applicant
having knowledge of the matters and
things therein set forth, shall be veri-
fied under oath, and shall show, among
other things, that the affiant is duly au-
thorized by the corporation or court to
verify and file the application.

§ 1121.4 Filing of application.

The original application and six (6)
copies for the use of the Commission shall
be filed with the Interstate Commerce
Commission, Washington, D.C. 20423,
Each copy shall bear the dates and sig-
natures that appear in the original and
shall be complete in itself; the signa-
tures in the copies may be stamped or
typed, and the notarial seal may be
omitted.

§ 1121.5 Notice and service of applica-
tion.

(a) Upon receipt of the application,

the Commission will review the notice,

enter the assigned docket number ang
date filed on the draft notice of filing g;.
tached to the application and transmi
same to the applicant, which notice sha]]
be published by the applicant at leas;
once during each of three (3) consecy-
tive weeks in some newspaper of genera
circulation in each county in which any
part of the line of railroad sought to he
abandoned is situated. Copy of notice
shall also be posted in a conspicuous
place at each agency station on the line
sought to be abandoned. If there is ng
agency station on the line sought to be
abandoned, the notice shall be posted at
the agency station on the applicant’s line
through which business for the line
sought to be abandoned is handled. Proof
of publication and posting of the notice
shall be filed promptly by the applicants;

(b) Upon receipt of notice of filing
from the Commission, the applicant shall
serve, by first class mail, a conformed
copy of the application on the governor
and public service commission of each
State in which any part of the line of
railroad sought to be abandoned is situ-
ated, accompanied by a statement that
if they desire fo be heard in the matter
they should advise the Commission
within 20 days of their interest in the
proceeding. A certificate of such service
shall be filed promptly with this
Commission.

It is further ordered, That the
§§1121.1 to 1121.5, inclusive, herein
adopted, shall supersede and suspend the
present sections of part 1121 (§§ 11211
to 1121.9, inclusive), as adopted by order
of the Commission of November 27, 1941,
as amended;

It is further ordered, That this order
shall become effective on the date hereof
and shall continue in effect until further
order of this Commission; and

It is further ordered, That notice of
these regulations be given to the general
public by posting copies at the Interstate
Commerce Commission, Washington,
D.C. 20423, and by filing with the l?l-
rector of the Office of the Federal Regis-
ter, Washington, D.C.

By the Commission.

[sEAL] ROBERT L. OSWALD,
Secretary,

[FR Doc.71-5748 Filed 4-23-71;8:48 am]

Title 50—WILDLIFE AND
FISHERIES

Chapter I—Bureau of Sport Fisli:eri'es
and Wildlife, Fish and Wlldlrfe
Service, Department of the Interiof

PART 33—SPORT FISHING
J. Clark Salyer National wildlife
Refuge, N. Dak.

The following special regulation 113 i::
sued and is effective on date of public

tion in the FEDERAL REGISTER (4-24-T1):
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§33.5 Special regulations; sport fish-
ing; for individual wildlife refuge
areas.

NORTH DAROTA

J. CLARK SALYER NATIONAL WILDLIFE
REFUGE

Sport fishing on the J. Clark Salyer
National Wildlife Refuge, N. Dak., is per-
mitted only on the areas designated by
signs as open to fishing. These open areas,
comprising 900 acres or 8 percent of the
total water area of the refuge, are de-

RULES AND REGULATIONS

lineated on a map and described in a
leaflet available at the refuge head-
quarters and from the office of the Re-
gional Director, Bureau of Sport Fisher-
ies and Wildlife, Federal Building, Fort
Snelling, Twin Cities, MN 55111. Sport
fishing shall be in accordance with all
applicable State regulations subject to
the following special condition:

(1) The open season for sport fishing
on the refuge extends from May 1, 1971,
through September 14, 1971, daylight
hours only.

7743

The provisions of this speecial regula-
tion supplement the regulations which
govern fishing on wildlife refuge areas
generally which are set forth in Title 50,
Part 33, and are effective through Sep-
tember 14, 1970.

ROBERT C. FIELDS,
Refuge Manager, J. Clark Salyer,
National Wildlife Refuge,
Upham, N. Dak.
APRIL 19, 1971,

[FR Doc.71-5731 Filed 4-23-71;8:47 am|]
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Proposed Rule Making

DEPARTMENT OF AGRICULTURE

Consumer and Marketing Service

[7 CFR Part 10011
[Docket Nos. AO 14-A49, AO 14-A49-RO1]

MILK IN MASSACHUSETTS-RHODE
ISLAND-NEW HAMPSHIRE MAR-
KETING AREA

Decision on Proposed Amendments fo
Marketing Agreement and to Order

A public hearing was held upon pro-
posed amendments to the marketing
agreement and the order regulating the
handling of milk in the Massachusetts-
Rhode Island-New Hampshire marketing
area. The hearing was held, pursuant to
the provisions of the Agricultural Mar-
keting Agreement Act of 1937, as
amended (7 U.S.C. 601 et seq.), and the
applicable rules of practice (7T CFR Part
900), at Concord, N.H., on October 7-10,
1970, and reconvened at Boston, Mass.,
on December 15, 1970, pursuant to
notices thereof issued on September 4,
1970 (35 F.R. 14325), and November 9,
1970 (35 F.R. 17663), respectively.

This proceeding was reopened March
30, 1971, in New York City, in connection
with a joint hearing held for this order
and orders 2, 4, and 15 regulating the
handling of milk in the New York-New
Jersey, Middle Atlantic, and Connecticut
marketing areas, respectively, for the
limited purpose of considering proposals
to:
(1) Revise the butterfat differentials;

(2) Revise the classification provisions
as they relate to the definition of “fluid
milk products”; and

(3) Omit the recommended decision
on these two issues for reason of emer-
gency marketing conditions.

The joint four-market hearing was
held at New York City on March 30-31,
and April 1, 1971, pursuant fo notice
thereof (Massachusetts-Rhode Island-
New Hampshire, AO 14-A49-R01 et al.)
issued on March 12, 1971 (36 F.R. 5141).
The findings and conclusions hereinafter
set forth are based solely on the record
of the originally scheduled hearing held
in Concord, N.H., and Boston, Mass. The
matters considered at the reopening of
the hearing in New York City on
March 30, 1971, are reserved for a later
decision.

Upon the basis of evidence introduced
at the hearing held in Concord, N.H., and
Boston, Mass., and the record thereof,
the Deputy Administrator, Regulatory
Programs, on March 1, 1971, filed with
the Hearing Clerk, U.S. Department of
Agriculture, his recommended decision
containing notice of the opportunity to
file written exceptions thereto.

The material issues, findings and con-
clusions, rulings, and general findings of

FEDERAL

the recommended decision are hereby ap-
proved and adopted and are set forth in
full herein.

The material issues on the record of
the hearing relate to:

1. Extension and redesignation of the
marketing area.

2. Modification of pooling standards
for supply plants.

3. Modification
sions.

4. Modification
sions.

5. Producer-handler definition and
exemption of “own farm” production.

6. Miscellaneous.

FINDINGS AND CONCLUSIONS

The following findings and conclusions
on the material issues are based on evi-
dence presented at the hearing and the
record thereof:

1. Eztension and redesignation of
the Massachusetts-Rhode Island-New
Hampshire marketing area. The Massa~-
chusetts-Rhode Island-New Hampshire
marketing area should be extended to in-
clude 23 additional towns in Massachu-
setts, 29 additional cities and towns in
New Hampshire, and 37 towns in
Vermont,

This area of expansion encompasses
Franklin County, Massachusetts, except
the towns of New Salem, Orange, and
Warwick; Sullivan County except the
town of Plainfield, and the remaining un-
regulated area of Cheshire County, all in
New Hampshire; three towns in Ben-
nington County, 12 towns in Windsor
County, and all of Windham County ex-
cept for the unorganized territory of
Somerset, all in Vermont.

Since, with this extension, the mar-
keting area will now encompass parts of
4 states, it should be redesignated as the
Boston Regional marketing area.

The total area of extension as set forth
in the proposals contained in the hear-
ing notice included, in addition to the
territory herein proposed: The remain-
ing towns in Franklin County, Mass.
(i.e., the towns of Orange, Warwick, and
New Salem), the towns of Athol, Peter-
sham, Phillipston, and Templeton in
Worcester County, Mass.; the town of
Plainfield in Sullivan County, the city of
Lebanon and 20 additional towns in
southern Grafton County, all in New
Hampshire; the towns of Barnard,
Bethel, Bridgewater, Hartford, Hart-
land, Norwich, Pomfret, Royalton,
Sharon, and Woodstock, in Windsor
County, and the towns of Bradford,
Corinth, Fairlee, Newbury, Randolph,
Strafford, Thetford, Topsham, Tun-
bridge, and West Fairlee, in Orange
County, all in Vermont.

Proponents of area expansion (12
cooperative associations with member-
ship among producers under the existing
order) requested the regulation of Frank-

of diversion provi-

of assignment provi-
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lin County, Mass. (except for the towns
of Orange, New Salem, and Warwick)
and a corridor of cities and towns in the
Connecticut River Valley region running
northward to and including the towns of
Sharon and Norwich in Vermont, and
Hanover, Canaan, Orange, and Alex-
andria in New Hampshire.

Proposals for additional territory,
made individually by three propriefary
handlers and conditional on the exten-
sion of regulation to encompass the co-
operatives’ proposal, included the re-
maining three towns in Franklin County,
Mass., four towns in Worcester County,
Mass., an additional corridor of Vermont
towns west of and contiguous fo the area
included in the cooperatives’ proposal,
and additional Vermont and New Hamp-
shire territory extending northward
along the Connecticut River to and in-
cluding the towns of Topsham and New-
bury in Vermont and the Haverhill,
Piermont, Warren, Ellsworth, Thornton,
and Waterville tier of towns in New
Hampshire.

Proponent cooperatives’ primary con-
cern was extension of Federal regulation
into that area of Franklin County, Mass,
where there is presently extensive dis-
tribution of fluid milk from two unregu-
lated plants (one in Springfield, Vt., and
the other in Portsmouth, N.H.) in direct
competition with regulated handlers.
The regulation of that area was most
recently considered at a hearing held ab
Sturbridge and Boston, Mass., during the
period October 21-28, 1969. On the basis
of that record the Acting Assistant Sec-
retary recognized that, due to the pro-
curement practices of and the volume of
fluid sales by the two dealers, the situa-
tion in Franklin County was the least
stable of any portion of the area then
under consideration. He concluded, how-
ever, that regulation of Franklin County
appropriately should not be accomplxsk}ed
without a further hearing “in which
there would be opportunity to adjust the
marketing area boundaries to more
closely reflect the primary sales area of
the handlers to be regulated.”

Proponents' current proposal was ad-
vanced to overcome the deficiency of the
previous proceeding.

Official notice is taken of that part of
the Acting Assistant Secretary’s decision
of April 3, 1970 (35 F.R. 5695) dealing
with the extension of regulation.

Over a period of many years the
handling of milk in the New England
states has been subject to state and/or
Federal regulation. Federal regulation
was initially confined to the Boston area
but over the years it has been gradua”?;
extended to include essentially all 0
southern New England (including south-
ern New Hampshire), except western
Massachusetts. Concurrently, with tlile
institution of Federal regulation t"
Rhode Island and Connecticut, State
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rezulation there was withdrawn. In the
case of New Hampshire, Federal regula-
tion was instituted immediately follow-
ing the removal of State regulation. The
states of Massachusetts, Maine, and
vermont continue to have active milk
control agencies.

The extension of Federal regulation in
Massachusetts beyond the greater Boston
area essentially has been a step-by-step
action, as necessitated for the purpose
of maintaining orderly marketing. Al-
most every such action originated with
the decision of some dealer(s) serving a
particular local market to circumvent
effective state regulation through the
procurement of milk from out-of-state
sources. Originally, separate regulation
was instituted in the Fall River, Lowell~
Lawrence (Merrimack Valley), Spring-
field, Worcester, and Southeastern New
England markets. The separate regula-
tions were subsequently combined with
the Boston regulation into a single order
and in recent years most of the inter-
vening and neighboring territory has
been gradually added to the marketing
area as the situation required.

The preponderance of dairy farmers
in New England are producers under
this, or the Connecticut, order. In the
New England area as a whole more than
80 percent of the milk is under Federal
regulation. Almost 90 percent of the Ver-
mont production is Federal order milk,
Only those dairy farmers having a Class
Toutlet with local State-regulated dealers
are not associated with Federal regula-
tion. The Federal orders carry essentially
the total reserve milk supply for all of
New England with the exception of cer-
fain remote Maine markets. Only in the
State of Maine, where about 40 percent
of the milk is priced under the Federal
on}er, is there any significant number of
dairy farmers under State regulation. Be-
cause prices under the several State
orders are closely correlated with Federal
order prices, orderly marketing has gen-
erally prevailed in the State-controlled
reas as long as local dealers purchased
essentially only intrastate milk. An un-
stable market situation develops when
dealers circumvent effective regulation
by dropping local producers and relying
on an out-of-State supply source, or by
Supplementing their local milk with out-
of-State purchases.

Several of the larger handlers under
the present order distribute essentially
{hroughout New England and operate
both pool and nonpool plants. Whenever
the competition in a 16cal Massachusetts
arket has turned to the use of out-of-
State milk, these handlers in most cir-
Cumstances have had the flexibility to
adjust their distribution patterns as be-
tween their regulated and unregulated
blants to maintain a competitive posi-
tion. Other single plant handlers, how-
EVer, in many circumstances have been
Seriously disadvantaged because of their
higher procurement costs at minimum
Prices fixed under the terms of the order.

Pool has suffered through loss of
I sales, and in many circumstances
been burdened with the addition of
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the milk of those dairy farmers who lost
their local market.

This was precisely the circumstance
which prompted the request for extension
of regulation into Franklin County in
1969. A substantial handler operating
both pool and nonpool plants and dis-
tributing milk through his own dairy
stores opened several such stores in
Franklin County serving them from his
Portsmouth, N.H., unregulated processing
plant with milk procured from the State
of Maine at prices well below the mini-
mum Federal order Class I price.

By coincidence or as a result of the
deteriorating market situation, in June
1969 (between the time of the hearing
request and the opening of the hearing)
the only remaining substantial State
regulated dealer in Franklin County sold
his business in Greenfield, Mass., to a
Springfield, Vt., partially regulated han-
dler. The Greenfield plant was closed and
all processing was concentrated in the
Springfield plant. The 27 producers pre=
viously supplying the Greenfield opera-
tion were left without a market and lack-
ing other alternatives became producers
under Order No. 1. The more than 600,000
pounds per month Class I sales made
through the Greenfield plant (now a dis-
tribution depot) have been largely sup-
plied by purchases of milk from a Port-
land, Maine, plant and occasionally by
purchases from a Bangor, Maine, plant.

On occasion, tankloads of milk so pur-
chased from Maine dealers in excess of
the Springfield dealer’s immediate needs
have been received at the Springfield
plant and then reshipped back to Maine.
While the record does not disclose the
circumstances of such transactions, the
procedure effectively circumvents both
the Vermont and Maine price regula-
tions, to the advantage of both dealers,

During the period July 1969 through
June 1970, this dealer purchased ap-
proximately 7 million pounds of non-
federally regulated milk from Maine
dealers. This milk cost him f.ob. his
plant in Springfield a little less than the
Order 1, 21st zone blend price. Since the
simple average of the monthly zone 21
order blend prices for the first half of
1970 was $5.84, his costs were a minimum
of 47 cents less than the price which he
was required to pay for local Vermont
State controlled milk during the same
period and about $1.62 below the effec-
tive Order 1 Class I price in the 12th
zone (Springfield).

It is not possible on the basis of this
record to specifically construct the total
receipts or sales of this dealer. It is
apparent, however, that he, like other
local dealers, operates preponderantly
only a Class I business. During the period
July 1969 through June 1970 his total
receipts were in excess of 38 million
pounds. Thus, notwithstanding his sub-
stantial purchases of Maine milk and of
Federal order milk, his predominant
source of supply is local dairy farmers.

The quantity of milk which this dealer
received from Maine sources during the
3 months immediately preceding the
October session of the hearing was sub-
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stantially below his average monthly
receipts from such sources during the
previous 12-month period. He testified to
receiving only 230,524 pounds of Maine
milk during the period July through
September 1970, a monthly average of
77,000 pounds, or about 10 percent of his
average monthly receipts from such
source during the preceding 12 months.

This shift in supply source was of a
temporary nature and reflected the fact
that the desired volume of milk could not
be obtained from Maine dealers during
that period of the year. Maine supplies
of milk, surplus to the fluid needs of
local dealers, diminished sharply during
the months of July, August, and Septem-
ber because of the higher volumes of
milk needed to serve the heavy vacation
trade within the State,

Until October 1970, the Springfield
dealer remained outside full regulation,
His sales inside the marketing area were
partially covered by purchases of pack-
aged milk from pool handlers, partially
by bulk purchases of Federal order milk
which he packaged in his own plant, and
the remainder was subject to compensa-
tory payment. He discontinued his pack-
aged purchases, however, just prior to
the October hearing and arranged for
a supplemental supply of bulk milk from
a proponent cooperative association
plant in St. Albans, Vt. His agreement
with this cooperative provided that he
would pool his entire operation under
the order for the months of October and
November.

Since July, August, and September are
vacation months in Maine and October
and November are seasonally short pro-
duction months, there is a minimum
amount of Maine milk surplus to the
fluid needs of that area throughout the
period July through November, This
explains the reduced purchases of Maine
milk during the July—September period
and also why the dealer sought regula-
tion for the months of October and
November.

‘While the record does not show the
dealer's status for the period subsequent
to November, it could have been antici-
pated that he would remove his operation
from full regulation when Maine supplies
again became available. This is substan-
tiated by the listing of handlers issued
by the market administrator for the
month of December, official notice of
which is taken. The Springfield handler
is no longer a pool handler but is again
a partially regulated handler.

‘While the current record does not deal
in any substantial way with the opera-
tions of the Portsmouth, New Hampshire,
unregulated plant previously referred to,
it is apparent that this dealer’s procure-
ment costs for his Maine milk are very
similar to those of the Springfield
dealer. In his decision of April 3, 1970,
the Acting Assistant Secretary concluded
that for the year ending August 1969
the advantage to this dealer in his pro-
curement of milk for Class I use for the
Portsmouth plant averaged approxi-
mately $1.20 per hundred weight when
compared to the order Class I price paid
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by regulated handlers. The total milk
supply for this plant is Maine dairy
farmers who are members of one of the
proponent cooperatives.

Official notice is taken of the Deputy
Assistant Secretary’s decision of Oc-
tober 13, 1967 (32 F.R. 14502) on the
matter of extension of regulation into
southern New Hampshire and the
remainder of Essex County, Mass. At the
time it was recognized that the Spring-
field dealer and certain other Vermont
dealers were distributing milk in eastern
New Hampshire in direct competition
with New Hampshire dealers who were
being brought under full regulation. The
western boundary of the extended area
was drawn to include in the marketing
area the towns of Dublin, Jaffrey, Har-
risville, Nelson, Marlborough, Roxbury,
Sullivan, and Keene City in Chesire
County and to exclude the remainder of
Cheshire and all of Sullivan County.

In his decision on the matter the
Deputy Assistant Secretary concluded as
follows: “The western boundary of the
area of extension herein adopted was
proposed and supported by Vermont
handlers [dealers]l. Recognizing their
competition with New Hampshire dealers
in distribution in the city of Keene and
adjacent towns to the east in Cheshire
County, they conceded the need for in-
cluding such area in the marketing area.
They pointed out that this area involved
only a small part of their business and
this was insuflicient to bring them under
full regulation. They further contended
that with the marketing area boundary
as herein proposed, sales by regulated
handlers in Sullivan and Cheshire coun-
ties would not exceed 5 percent of any
such handler’s total sales. They estimated
that Vermont dealers, on the other hand,
did 85 percent of the total business in
this area.”

Under the terms of the order a dis-
tributing plant with more than 700 quarts
of route disposition in the marketing area
on any day or more than a daily average
of 300 quarts during the month, which
disposition is not less than 10 percent of
the plant's total receipts of fluid milk
products, becomes a fully regulated pool
plant. Accordingly, at the time of the
1966 hearing on which the October 1967
decision was based, no Vermont dealer
had as much as 10 percent of his
sales in the area. Their disposition was
insufficient to bring them under full
regulation.

The situation has changed substan-
tially since 1966. The Springfield dealer
has significantly expanded his sales in
the regulated market. At the time of the
current hearing, in addition to his direct
distribution in the marketing area he
was purchasing approximately 300,000
pounds per month of packaged milk from
regulated handlers for delivery directly
to his distributing depot in Keene, N.H.
The dealer conceded that these pur-
chases were necessary to keep his disposi-
tion of plant receipts in the market-
ing area below the minimum 10 per-

cent which would subject him to full
regulation,

FEDERAL

PROPOSED RULE MAKING

The dealer's election of full regulation
for the months of October and November
was clearly an economic decision. Con-
fronted with the necessity of purchasing
additional Federal order milk because of
the temporary unavailability of his
Maine supply, the advantage of process-
ing all of his fluid requirements in his
own plant outweighed the disadvantage
of pooling his local dairy farmer receipts.
The situation reversed in December when
Maine supplies again became available,

The dealer is clearly exploiting both
State and Federal regulations. The shift-
ing of his supply sources and of the regu-
latory status of his plant are disruptive
factors in the market which seriously
debilitate the integrity of regulation.
Continuing orderly marketing can be as-
sured only by extension of the marketing
area as herein adopted.

The marketing area boundaries as
herein adopted will encompass the pri-
mary distribution area of the Springfield
handler and of other handlers with whom
he competes and who are expected to be
fully regulated by this action. At the
same time, the boundaries will insure
the minimum involvement of other local
dealers on the basis of their current dis-
tribution patterns.

In view of the past operating practices
of the Portsmouth, New Hampshire,
handler, it is uncertain whether his
Portsmouth plant will become regulated
through this area extension, This han-
dler also operates plants at Canton,
Mass., and Meriden, Conn., fully regu-
lated under Orders 1 and 15, respectively.
He operates his own chain of retail dairy
stores, some of which are within and
some outside of the currently defined
Orders 1 and 15 marketing areas.

The Portsmouth plant has continued
in its status as a nonpool plant over an
extended period notwithstanding several
recent Order 1 amendment actions which
resulted in the expansion of the market-
ing area to include additional territory
in which certain of the handler's stores
are located. As the area has been ex-
tended, the handler has shifted the sup-
plying of those stores which fell within
an area of extension from his Ports-
mouth plant to his Canton or Meriden
pool plants.

The additional territory adopted
herein will include four of the handlers’
stores now supplied by the Portsmouth
plant, two in Greenfield, one in Shel-
burne, and one in Montague, all in
Franklin County. The competitive buy-
ing advantage which this handler now
enjoys through the supplying of these
stores with unregulated milk will be re-
moved by the regulation of the area as
herein adopted, regardless from which
plant he elects to serve them,

A dealer whose plant is located in
Brattleboro, Vt., proposed that his area
of sales be excluded from the area
of extension, This dealer’s primary area
of distribution is in the southern portion
of Windham County, Vt., and the south-
western portion of Cheshire County,
N.H. Brafttleboro is the principal town
in his sales area and by far the largest

population center in the entire Vermont
area under consideration in this proceed-
ing. Its approximately 12,239 residents
(figures are based upon 1970 US.
Census) is over a third of the total popu-
lation of Windham County.

The dealer’s only competition in his
primary sales area comes from the
Springfield dealer. Both dealers compete
strongly for sales in Brattleboro, the
Springfield dealer having an estimated
30 percent of the fluid milk business here,
Both dealers also compete for sales in
the Vermont towns of Newfane,
Putney, Westminster, Dummerston, and
Rockingham.

The Brattleboro dealer recognized
that his was an “all or nothing situa-
tion,” requiring that his sales area be
included fully in or fully outside the
expanded market. He suggested, there-
fore, that if any of the towns in which
he distributes milk is regulated (Brattle-
boro being the major one) then all his
sales territory reasonably should be
regulated.

This portion of the market under dis-
cussion also is a significant segment of
the Springfield handler's sales area and
it cannot reasonably be excluded from
the marketing area. Regulation of the
Brattleboro dealer will in no way place
him at a competitive disadvantage in
the market since he and the Springfield
handler are the only major distributors
in this area and both will be subject to
the minimum prices established by Or-
der 1 in the procurement of their milk
supply.

The northern delineation of the mar-
keting area boundary adopted herein ex-
cludes from the marketing area those
towns noticed in the northern portion
of Windsor County, as well as the pro-
posed towns in Orange County, all in
Vermont, and the southern portion of
Grafton County, N.H,

There are eight known dealers doing
all or a portion of their business in this
area and there is a considerabie over-
lapping of their routes. Several of the
dealers inyolyed do their principal busi-
ness beyond the maximum area noticed
in the hearing call. It cannot be deter-
mined from this record whether such
handlers do a sufficient proportion of
their business within the noticed towns
to bring them under full regulation or
what problems might result if they be-
came fully regulated while their prin-
cipal competition remained outside the
scope of regulation. Since there is no
apparent disorderly marketing condition
existing in the area at this time, there
is no necessity of extending regulation
beyond the boundaries as herein adopted.

A pool handler located in Laconia,
N.H., proposed an extension of the mar-
keting area to include the conuiguous
Grafton County, N.H., towns of Jampton,
Thornton, Rumney, Hebron, Wwaterville,
Warren, Wentworth, Ellsworth, Dor-
chester, Groton, and Lyme,

Proponent handler generally has the
preponderance of sales in these towns.
In fact, on the basis of this record i
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appears that he has no competition ex-
cept in the towns of Campton and
Thornton. Nevertheless, his total sales
nere represent only about 4 percent of
his total Class I business. There was no
showing of any disorderly marketing
conditions in any of these towns. Under
the circumstance, there is no basis on
this record for extension of regulation
nere and the request is therefore denied.

A proposal by the Springfield dealer
to extend the area of regulation to in-
clude also the seven Massachusetts towns
of Orange, New Salem, and Warwick in
Franklin County, and Athol, Petersham,
Phillipston, and Templeton in Worcester
County, also should not be adopted.

Consideration was given to the regula~
tion of this seven-town area at the
October 1969 hearing and the decision
relating thereto has been officially
noticed elsewhere in these findings.
There is no showing on this record that
there have been any changes in the milk
procurement practices or milk distribu-
tion patterns in the interim period. The
local State regulated handlers doing
business in this area are purchasing their
entire milk supply from local dairy
farmers on a classified use basis and at
not less than the minimum prescribed
State order prices. Under the circum-
stances there is no necessity for Federal
regulation on the basis of this record.

The marketing area boundary herein
adopted, as noted earlier in these find-
ings, is drawn so as to encompass insofar
as possible the area in which pool
handlers and other handlers who are ex-
pected to be fully regulated under the
order have their principal distribution of
fluid milk products, and at the same time
to minimize fringe area distribution of
partially regulated handlers.

Although some of the route disposition
of handlers to be regulated will extend
beyond the area herein adopted for regu-
lation, it is neither practical nor reason-
able to include in the regulated area all
of the area in which regulated handlers
have any route disposition. The market-
Inz area as adopted is a practical one
in that it will encompass the preponder-
ance of the fluid milk sales of handlers
to be rezulated, In addition, the bound-
aries as drawn insure on the basis of cur-
rent operations, as detailed in the record,
that.there will be a minimum of over-
lapping sales as between regulated and
unregulated handlers.

The definition in the existing order
makes it clear that the designated mar-
keting area means all territory within
the specified places set forth therein,
and all waterfront facilities connected
therewx_th and craft moored thereat, and
al'l territory therein occupied by any gov-
erimental installation, institution, or
other similar establishment. This intent
& 1o the application of the marketing
area definition is equally applicable to
the marketing area as hereby expanded.
IatAn broducer milk received at regu-
8 ¢d plants must be made subject to

a§sxﬂed bricing under the order re-
i@xdless of whether it is disposed of
Olthin or outside the marketing area.

therwise the effect of the order would

No. 80—Pt, T—38

PROPOSED RULE MAKING

be nullified and the orderly marketing
process would be jeopardized.

If only a pool handler’s “in-area”
sales were subject to classification, prie-
ing, and pooling, a regulated handler
with Class I sales both inside and outside
the marketing area could assign any
value he chose to his outside sales. He
thereby could reduce the average cost of
all his Class I milk below that of other
regulated handlers having all, or sub-
stantially all, of their Class I sales within
the marketing area.

Unless all milk of such a handler were
fully regulated under the order he, in
effect, would not be subject to effective
price regulation. The absence of effective
classification, pricing, and pooling of
such milk would disrupt orderly market-
ing conditions within the regulated mar-
keting area and could lead to a complete
breakdown of the order. If a pool handler
were free to value a portion of his milk
at any price he chooses, it would be im-
possible to enforce uniform prices to all
fully regulated handlers on a uniform
basis of payment to the producers who
supply the market. It is essential, there-
fore, that the order price all the producer
milk received at a pool plant regardless
of the point of disposition.

Since the dealers being brought under
regulation have been purchasing milk
from the same areas and in direct com-
petition with regulated handlers and in
the territory being added have competed
with regulated handlers for sales, it is
concluded that the provisions of the pres-
ent order are equally appropriate for
the extended area for the identical rea-
sons set forth in the decisions under
which such provisions were adopted.

2. Pooling standards for supply plants.
No change should be made in the ship-
ping requirements for pooling supply
plants on the basis of this record.

The present shipping percentages were
adopted concurrently in this order and
in the Connecticut order, effective De-
cember 1, 1967, on the basis of a hearing
held in Concord, N.H.; Framingham,
Mass.; Greenfield, Mass.; and Hartford,
Conn., during the period June 20-July 1,
1966.

To acquire pool plant status in the
month of July, a plant must ship at least
15 percent, and in any month of August
through November at least 25 percent,
of its total receipts of milk from dairy
farmers’ farms as fluid milk products,
other than as diverted milk, to pool dis-
tributing plants or to plants to which
qualifying shipments may be made under
the Connecticut order: Provided, That
the greater shipments are made to qual-
ifying plants under this order. A plant
also may be pooled in any month of the
July-November period as one of a group
of plants under specified conditions, pro-
vided the group of plants considered as
a unit meets the shipping percentages for
such month. However, to qualify for pool-
ing in the month of November as one of
a group, the plant individually must have
met the prescribed shipping require-
ments in one of the immediately preced-
ing months of July through October,
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To provide additional pooling flexi-
bility, it has been further provided that
a supply plant operated by a cooperative
which also operates as a handler on farm
bulk tank milk pursuant to § 1001.9(d)
may be considered as one of a group of
plants, In that event, the group’s total
receipts from dairy farms include the
cooperative’s receipts in its capacity as a
handler pursuant to said § 1001.9(d) and
qualifying shipments include shipments
from such group of plants as well as
receipts at other handlers' pool distrib-
uting plants from the cooperative as a
handler pursuant to § 1001.9(d),

Automatic pooling status is provided
in the months of December through June
for any plant which was a pool plant in
each of the preceding months of July
through November, Otherwise, the
monthly shipping requirement for each
individual plant is 15 percent for each
of such months.

A proposal made on behalf of six co-
operatives and considered at the hearing
would include the month of July as one
of the months of automatic pooling and
would revise the period of required ship-
ments to the months of August through
December.

In support of the proposal, the coop-
eratives’ spokesman stated that greater
flexibility in the pooling standards is
needed in order to reduce uneconomic
movements of reserve milk which some-
times must be made solely for the pur-
pose of maintaining pooling status. This
situation, he suggested, is the result of
changing seasonality of receipts and
Class I utilization. In this connection he
pointed out that certain of the proponent
cooperatives have found it increasingly
difficult to meet the present standards,
particularly during the months of July
and August.

The present order provisions provide
substantial flexibility in the matter of
pooling. In addition, the required ship-
ments are quite nominal. The increase in
shipping requirements preseribed by the
1967 amendments resulted from difficult-
ies experienced in the market in get-
ting adequate delivery of country sup-
ply plant milk to the central market to
meet the market’s fluid needs.

Proponents’ spokesman contended that
the present problem is unrelated to the
then existing problem of getting supply
plants to ship needed milk. He sug-
gested that the current difficulty is a
problem of obtaining sufficient Class I
outlets to meet the prescribed shipments,
At the same time, however, he was un-
certain whether, in fact, his proposal
would adequately accommodate the cur-
rent situation or whether August should
be added to the months of automatic
pooling,

If continuing orderly marketing is to
be assured throughout the New England
area, it is essential that coordinated
pooling requirements continue to be
maintained under the Massachusetts-
Rhode Island-New Hampshire Order
(No. 1) and the Connecticut Order (No.
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15). Since the provisions of the Connecti-
cut order were not an issue at this hear-
ing, no change can be made in the pro-
visions of that order and accordingly no
change appropriately should be made in
the pooling provisions of Order 1 at this
time.

If subsequent experience continues to
indicate the need for modification, the
matter should be reconsidered under cir-
cumstances where there is opportunity
to amend the two orders concurrently.

In conjunction with the proposed
change in pooling standards, proponents
also proposed an alternative qualifica-
tion feature for all cooperative supply
plants under which continuing pool sta-
tus would be retained by each such plant
for any month if at least 10 percent of
receipts from dairy farmers associated
with such plant had been shipped to
pool distributing plants in each of 12
consecutive months ending with the cur-
rent month. In addition, proponents pro-
posed the adoption of a call provision
in conjunction with this latter proposal
under which the market administrator,
under prescribed procedures, could
change the regular shipping percentage
for any month as needed to meet the
market’s needs for fluid milk.

The record establishes no distinction
between the existing country manufac-
turing plants operated by cooperative
associations and those operated by pro-
prietary handlers, either in terms of
function or purpose. While certain man-
ufacturing plants operated by coopera-
tive associations in the nearby plant area
are pooled under special provisions, these
particular plants have historically per-
formed a unique balancing function in
the market totally unlike that of any
other plants. The fact that such plants
have been accorded special status can-
not be used as a basis for pooling the
remaining cooperative manufacturing
plants. The proposal for a special pool-
ing standard for cooperative country
manufacturing plants, therefore, is
denied.

There was no showing that a call pro-
vision would better accommodate the
market situation than the provisions
adopted in conjunction with the 1967
change in shipping requirements for the
purpose of assuring the continuing avail-
ability of all milk for fluid use. Under
these current provisions a plant would
lose pool status for any month in which
the market administrator determines
that any part of the pool milk supply of
such plant is not available for Class I
use because of an unconditional contract
for such plant to supply fluid milk prod-
ucts for Class IT use. While the record
does not establish that this provision has
ever been invoked, there was no show-
ing that the provision has been ineffec-
tive in assuring the availability of all
milk for fluid use as needed. Accord-
ingly the request for a call provision is
denied.

3. Diverted Milk. No change should be
made on the basis of this record with re-
spect to the presently prescribed limita-
tions on diversions.

The matter of diversions was most re-
cently considered at the October 1969
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hearing held in Sturbridge and Boston,
Mass. On the basis of that record the
then existing provisions were modified to
provide nearly unlimited diversions of
milk between pool plants and to limit
diversions to nonpool plants in any
month to not more than 25 percent of
a handler's producer receipts. The
changes were adopted to eliminate the
detailed recordkeeping necessary under
the previous provisions to insure that
milk of any individual producer was not
overdiverted. Under those provisions an
individual producer's milk was eligible
for diversion only if milk from his farm
had been received at the pool plant (from
which it was to be diverted) on a ma-
jority of the days during the preceding 12
months, ending with the current month,
in which the handler caused milk to be
moved from the farm as producer milk,

In modifying the diversion limitations,
the Acting Assistant Secretary pointed
out in his decision at that time that, in
the case of overdiversions between pool
plants, milk had pooling rights regard-
less of whether the diverting or receiving
handler was held responsible and the pool
obligation as well as the required pay-
ment to the producer(s) was, for all prac-
tical purposes, the same. Under the
circumstances there was no apparent
reason why diversions should be signifi-
cantly limited between pool plants.

He further pointed out that there were
adequate manufacturing facilities asso-
ciated with the pool to generally handle
the market’s reserve supply. Since diver-
sions to nonpool plants were not substan-
tial, based on past market experience, he
concluded it was not necessary to pro-
vide for diversions to nonpool plants in
any month of more than 25 percent of a
handler’s producer receipts.

A cooperative association, the primary
membership of which is with Massachu-
setts producers delivering to local han-
dlers in the market (handlers outside
the central market), proposed that the
diversion limitations to nonpool plants
be modified to permit such cooperative
greater flexibility during the months of
May through August in the use of non-
pool plants as outlets for its members’
milk not needed by its regulated pur-
chasing handlers. The cooperative’s
spokesman pointed out that it operated
no pool plants and to this extent did not
have the flexibility of operation available
to some other cooperatives operating pool
plants in the nearby area. He contended
that greater opportunity for moving milk
to nonpool plants was needed in order
that the cooperative would have the same
privileges with respect to diversion of
member-producer milk as the order ac-
cords other cooperatives with similar in-
volvement in the marketing area.

Under usual circumstances, milk pro-
duced in the nearby area logically should
be disposed of for Class I purposes. It is
uneconomic and a considerable expense
to the pool, and hence to all producers,
when nearby milk is disposed of to non-
pool plants for Class II use at the same
time that country plant milk is being
transferred to city distributing plants for
Class I use. The order provisions appro-
priately should be drafted to encourage

the most efficient use of pool milk. Tie
fact that certain handlers may wish to
retain control of larger reserve supplies
to insure maximum flexibility for big-
ding on contract milk is not a persuasive
reason for liberalizing the diversion
provisions.

The fact that during the months of
June through August 1970 proponents
managerial decisions on the routing of
surplus milk were influenced by the need
for the pooling of such milk cannot be
construed as a demonstration of the in-
appropriateness of the existing provi-
sions. Unquestionably, each handler in
the market makes his daily managerial
decisions on the basis of their impact
with respect to the application of the
several order provisions, Proponent’s role
in this regard, thus, is not unique.

It is recognized that since proponent's
membership includes primarily producers
delivering to the small local handlers,
the problem of disposing of reserve milk
may be somewhat more demanding than
that of cooperatives serving the larger
handlers. However, the application of the
order cannot be construed as being in-
equitable, as proponent's spokesman
suggests, because of this situation. It
cannot be concluded on the basis of this
record that the existing provisions have
impeded the efficient and orderly mar-
keting of all milk. The request for modi-
fication of the diversion limitation is
denied.

4, Assignment provisions. No change
should be made in the assignment pro-
visions on the basis of this record.

A proposal made by six cooperatives
and a proposal by a multiple plant pro-
prietary handler would each amend the
present assignment provisions to provide
that up to 20 percent of direct producer
receipts (Including receipts from coop-
eratives as handlers on farm bulk fank
milk) would be assigned to Class II use
before the milk received from the han-
dler's own country supply plants was so
assigned. Proponents claimed that the
position of one cooperative operating
both distributing and supply plants and
of the multiple plant handler was
unique in that only they, among all han-
dlers in the market, were unable to have
country supply plant milk assigned fo
Class I until all of their direct recelpts
had been so assigned. 3

Under the existing assignment provi-
sions, receipts from the handler’s plants
in the nearby zone, receipts from other
handlers’ pool plants for which a Class
II classification is not requested, and
direct receipts from producers and co-
operative associations in their capacity
as handlers pursuant to §1001.9(d) are
assigned to Class I, in that sequence
before the assignment of receipts from
the handler’s country plant(s), Under
these provisions, a handler purchasing
milk from the plants of other handlers,
or a multiple-plant handler operating
more than one plant in the nearby zoné,
has more flexibility for assigning coun-
try plant receipts to Class I than han-
dlers receiving milk only from their owi
country plants.
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This present assignment sequence,
proponents contend, provides other han-
dlers full opportunity to have all, or
nearly all, of their Class II requirements
delivered to their city plants at pro-
ducers’ expense. One proponent indicated
that, to obtain the same advantage, it
had been necessary for it to make un-
economic transfers through other plants
to circumvent the assignment proce-
dures. Otherwise it would bear the trans-
portation cost on its country plant
transfers. In either situation a disadvan-
tageous cost position in relation to other
handlers was said to result.

A proposal intended to achieve a result
essentially similar to that contemplated
by proponents under the current pro-
posals was considered and denied in the
1969 proceeding. In denying such pro-
posal, the Acting Assistant Secretary
pointed out that its adoption would
provide all handlers the opportunity to
move almost unlimited quantities of milk
to city plants for Class II use at pro-
ducers’ expense. The appropriate solu-
tion to the problem, he said, would be to
amend the order in a manner which
would relieve the pool (and hence pro-
ducers) of the burden of transferring
excessive quantities of milk to city plants
for Class II use.

In support of their current proposal,
proponents indicated that certain Class
II operations (milk shake base and cer-
tain ice cream mixes) were carried on at
their city plants because of the need to
use equipment utilized principally in
their fluid packaging operations. Other
Class II uses (shrinkage, eggnog, yo-
gurt, ete.), they said, were adjunct to
their Class I business. They further
pointed out that it was generally neces-
sary to have available reserves to cover
day-to-day variations in Class I sales and
that this in conjunction with unavoidable
route returns necessarily increased Class
II utilization at ecity plants.

While it is recognized that some Class
II utilization at city plants is unavoid-
able, a handler’s mieed to use certain
équipment available at such plants can-
not be a compelling reason for modifying
the assignment provisions to relieve such
handlers of transportation costs on Class
II milk. To the extent that reserves must
be available at city plants to cover fluc-
tuations in supplies and Class I sales and
that route returns are unavoidable, it
may be reasonable that producers bear
the cost of transporting minimal quanti-
ties of milk to city plants to cover such
uses, The record of this hearing, how-
ever, lacks precision in identification of
the volumes or percentages which might
here be involved.

As previously indicated, the problem
most appropriately should be approached
With the view of amendment of the order
in a manner which would relieve the pool
of the burden of transporting excessive
Quantities of milk to city plants for Class
i use. More consideration of the prob-
¢ and possible solutions is needed than
Was given on this record. Under the eir-
cumstances, amendment of the order on
the basis of this record is denied.

FEDERAL
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5. Producer-handlers. The definition
and application of producer-handler
provisions under the order should not be
modified on the basis of this record.

The order currently provides, among
other conditions, that a producer-han-
dler may receive no fluid milk products
other than from his own production and
from pool plants under this or the Con-
necticut order. If his receipts from own
farm production and total route sales

each exceed 2,150 pounds per day for the

month, his receipts from pool plants un-
der either Federal order may not exceed
2 percent of his receipts from own pro-
duction.

A proposal made on behalf of six co-
operatives, and widely supported both
by other producers and by handler inter-
ests, would discontinue the recognition
and treatment now prescribed for pro-
ducer-handlers under the order in favor
of an “own farm milk” exemption not in
excess of 1,500 quarts on a daily average
for any handler with respect to his own
farm production during any month, if
such own farm production is received,
processed, and packaged at his own plant
and distributed therefrom.

The application of producer-handler
provisions under the New England Fed-
eral orders has been a consideration at
numerous past hearings. The matter was
most recently considered at the June 20-
July 1, 1966, hearing on which record
regulation was extended into southern
New Hampshire and the then remaining
unregulated area of Essex County, Mass.
One of the proposals there considered for
modifying the producer-handlers provi-
sions (all of which were subsequently
denied) was essentially indentical to the
proposal here under consideration.

The producer-handler provisions of the
present order, adopted on the basis of
the record of the merger hearing held
in January and February 1963, are sub-
stantially those previously contained in
the separate Boston, Southeastern New
England, Springfield, and Worcester or-
ders. Fundamentally, the exemption of
producer-handlers from the pooling and
pricing provisions of the order is predi-
cated on the self-sufficiency of the com-
bined production, processing, and dis-
tribution operation of such persons.

While the application of producer-
handler provisions under this order has
been a continuing issue throughout much
of the period of regulation, their eco-
nomic impact in the market has not been
substantial. Nevertheless, certain indi-
viduals in the role of producer-handler
have, at times, attempted fto exploit
their position to the disadvantage of the
market generally. The present order pro-
visions evolved from a series of previous
actions taken intermittently throughout
the period of regulation to resolve mar-
keting problems generated by the activi-
ties of handlers with own farm produc-
tion, to maintain equity among produc-
ers and among handlers, and at the same
time to minimize the impact of regula-
tion on individuals who operate in the
joint role of both producer and handler
solely at their own risk and substantially
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without reliance on others for either sup-
plies or facilities.

Proponents suggested that the current
proposal was being made because, in
their view, the Department had erred
in not adopting similar previous propos-
als which they believe provided the most
appropriate treatment of individuals en-
gaged in both production and processing.
They suggested that the extension of
regulation would place local Vermont
dealers now being brought under regula-
tion at a serious disadvantage in com-
petition with a large operation holding
producer-handler status under the cur-
rent order.

Proponents offered no information
demonstrating any problem involving
producer-handlers in the current mar-
keting area. To the contrary between
March 1968 and March 1970 the number
of producer-handlers under the order
declined by 22 percent, from 54 to 42,
While all the decline in number of pro-
ducer-handlers occurred in the group
with a daily production of less than 1,500
quarts, the percentage decline in produc-
tion among the nine producer-handlers
with a daily production in excess of 1,500
quarts was essentially identical to that
of all producer-handlers, approximately
26 percent. Producer-handler production
in March 1970 was 1.2 percent of the total
production for the market, whereas 2
years earlier it was 1.8 percent of such
total.

On the basis of available information,
it cannot be concluded that producer-
handlers have in any way improved their
position in the market under the cur-
rent order provisions, Nor is there any
indication in the record that they have
promoted disorderly marketing condi-
tions in the current area.

The additional territory here being
added to the marketing area is an im-
portant sales area of one of the largest
producer-handlers in the market and
his primary competition in this area are
the local Vermont dealers now being
brought under regulation. In addition,
the operations of this individual are
somewhat unusual in that the principal
current outlet for his milk is through the
IGA stores in Massachusetts, New Hamp-
shire, and Vermont.

Proponents point out that the dealers
now being brought under regulation have
in the past purchased their milk require-
ments from dairy farmers at prices
closely related to the Order 1 blend price
applicable in their procurement area.
With the extension of regulation, these
handlers must now purchase their milk
on a classified use basis and at the order
class prices. This, they suggest, presents
an entirely new situation which requires
that the Department revise its regula-
tion with respect to producer-handlers,

While it is conceded that the position
of the producer-handler in question is
somewhat different from that of the
usual producer-handler in that all his
sales apparently are contracted sales to
stores, nevertheless it cannot be con=-
cluded that this situation is totally
unique or that it necessarily requires a
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change in the order provision relating
to producer-handlers. Based on general
experience under the order, there is less
reason now to consider further regula-
tion of producer-handlers than in the
past. Accordingly, the request for a
change in the regulation of producer-
handlers is denied.

6. Miscellaneous. There are no inci-
dental or conforming changes necessary
to the Massachusetts-Rhode Island-New
Hampshire order provisions. It has been
concluded elsewhere in these findings
that the provisions of the present order
are equally appropriate for the extended
area for the identical reasons set forth
in the decisions under which such pro-
visions were adopted. In this connection,
a hearing was held for 62 order markets
(including Order No. 1) in Washington,
D.C., September 30, 1970, pursuant to
notice thereof issued August 21, 1970
(35 F.R. 13657), and a supplemental
notice issued September 25, 1970 (35
F.R. 14998). The material issue on the
record of the hearing related to whether
several general terms, definitions, and
other administrative provisions common
to all milk orders should be issued in a
separate single order which could be
applicable to all Federal milk orders.

Any changes which may be made on
the basis of the record of this Septem-
ber 1970 proceeding which involve the
adoption of certain such general pro-
visions to the Massachusetts-Rhode Is-
land-New Hampshire Order No. 1 and
all other orders would be equally appli-
cable and appropriate to the expanded
order market as here adopted.

RULINGS ON PROPOSED FINDINGS AND
CONCLUSIONS

Briefs and proposed findings and con-
clusions were filed on behalf of certain
interested parties. These briefs, proposed
findings and conclusions and the evi-
dence in the record were considered in
making the findings and conclusions set
forth above. To the extent that the sug-
gested findings and conclusions filed by
Interested parties are inconsistent with
the findings and conclusions set forth
herein, the requests to make such find-
ings or reach such conclusions are denied
for the reasons previously stated in this
decision.

GENERAL FINDINGS

The findings and determinations here-
inafter set forth are supplementary and
in addition to the findings and deter-
minations previously made in connection
with the Issuance of the aforesaid order
and of the previously issued amendments
thereto; and all of said previous findings
and determinations are hereby ratified
and affirmed, except insofar as such find~
ings and determinations may be in con=-
flict with the findings and determina-
tions set forth herein.

(a) The tentative marketing agree-
ment and the order, as hereby proposed
to be amended, and all of the terms and
conditions thereof, will tend to effectuate
the declared policy of the Act;

(b) The parity prices of milk as de-
termined pursuant to section 2 of the
Act are not reasonable in view of the
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price of feeds, available supplies of feeds,
and other economic conditions which
affect market supply and demand for
milk in the marketing area, and the
minimum prices specified in the tenta-
tive marketing agreement and the order,
as hereby proposed to be amended, are
such prices as will reflect the aforesaid
factors, insure a sufficient quantity of
pure and wholesome milk, and be in the
public interest;

(c) The tentative marketing agree-
ment and the order, as hereby proposed
to be amended, will regulate the han-
dling of milk in the same manner as,
and will be applicable only to persons
in the respective classes of industrial and
commercial activity specified in, a mar-
keting agreement upon which hearings
have been held;

(d) All milk and milk products han-
dled by handlers, as defined in the tenta-
tive marketing agreement and the order
as hereby proposed to be amended, are
in.the current of interstate commerce
or directly burden, obstruct, or affect in-
terstate commerce in milk or its prod-
ucts; and

(e) It is hereby found that the neces-
sary expense of the market administrator
for the maintenance and functioning of
such agency will require the payment by
each handler, as his pro rata share of
such expense, 4 cents per hundredweight
or such lesser amount as the Secretary
may prescribe, with respect to milk
specified in § 1001.87 of the aforesaid
tentative marketing agreement and the
order as proposed to be amended.

RULINGS ON EXCEPTIONS

In arriving at the findings and con-
clusions, and the regulatory provisions
of this decision, each of the exceptions
received was carefully and fully consid-
ered in conjunction with the record evi-
dence. To the extent that the findings
and conclusions and the regulatory pro-
visions of this decision are at variance
with any of the exceptions, such excep-
tions are hereby overruled for the rea-
sons previously stated in this decision.

MARKETING AGREEMENT AND ORDER

Annexed hereto and made a part
hereof are two documents, a marketing
agreement regulating the handling of
milk, and an order amending the order
regulating the handling of milk in
the Massachusetts-Rhode Island-New
Hampshire marketing area which have
been decided upon as the detailed and
appropriate means of effectuating the
foregoing conclusions.

It is hereby ordered, That this entire
decision, except the attached marketing
agreement, be published in the FEDERAL
RecrsTEr. The regulatory provisions of
the marketing agreement are identical
with those contained in the order as
hereby proposed to be amended by the
attached order which is published with
this decision.

REFERENDUM ORDER T0O DETERMINE PrO-
DUCER APPROVAL; DETERMINATION OF
REPRESENTATIVE PERIOD; AND DESIGNA-
TION OF REFERENDUM AGENT

It is hereby directed that a referendum
be conducted to determine whether the

issuance of the attached order regulating
the handling of milk in the Massachy.
setts-Rhode Island-New Hampshire mar-
keting area is approved or favored by the
producers, as defined under the terms of
the order, as amended and as hereby
proposed to be amended, ard who, during
the representative period, were engaged
in the production of milk for sale within
the aforesaid marketing area.

The month of December 1970 is herehy
determined to be the representative pe-
riod for the conduct of such referendum,

R. D. Aplin, is hereby designated agent
of the Secretary to conduct such referen-
dum in accordance with the procedure
for the conduct of referenda to determine
producer approval of milk marketing or-
ders (7 CFR 900.300 et seq.), except that,
notwithstanding the requirements of
§ 900.305(e) (3) (1) and (iii) of the afore-
said regulations, producer affiliation with
cooperative associations.will be deter-
mined as of the representative period.
Such referendum is to be completed on
or before the 30th day from the date this
decision is issued.

Signed at Washington,
April 20, 1971.

D.C, on
RicuArp E, Lyng,
Assistant Secretary.

Order* Amending the Order, Regulating
the Handling of Milk in the Massa-
chusetis-Rhode Island-New Hamp-
shire Marketing Area

FINDINGS AND DETERMINATIONS

The findings and determinations here-
inafter set forth are supplementary and
in addition to the findings and deter-
minations previously made in connection
with the issuance of the aforesaid order
and of the previously issued amendments
thereto; and all of said previous findings
and determinations are hereby ratified
and affirmed, except insofar as such find-
ings and determinations may be in con-
flict with the findings and determinations
set forth herein.

(a) Findings. A public hearing was held
upon certain proposed amendments t0
the tentative marketing agreement and
to the order regulating the handling of
milk in the Massachusetts-Rhode Island-
New Hampshire marketing area. The
hearing was held pursuant to the provi-
sions of the Agricultural Marketing
Agreement Act of 1937, as amended (1
US.C. 601 et seq.), and the applicable
rules of practice and procedure (7 CFR
Part 900).

Upon the basis of the evidence intro-
duced at such hearing (sessions held in
Concord, N.H., and Boston, Mass.) and
the record thereof, it is found that:

(1) The Boston Regional order, which
is a redesignation of the Massachusetts-
Rhode Island-New Hampshire order as
hereby amended, and all of the terms
and conditions thereof, will tend to ef-
fectuate the declared policy of the Act:

(2) The parity prices of milk, as deter-
mined pursuant to section 2 of the Act,

1 This order shall not become effective uﬂ;
less and until the requirements of § 900.14 0
the rules of practice and procedure governing
proceedings to formulate marketing agree=
ments and marketing orders have been melb.
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are not reasonable in view of the price
of feeds, available supplies of feeds, and
other economic conditions which affect
market supply and demand for milk in
the Boston Regional marketing area, and
the minimum prices specified in the Bos-
ton Regional order as hereby amended,
are such prices as will reflect the afore-
said factors, insure a sufficient quantity
of pure and wholesome milk, and be in
the public interest;

(3) The Boston Regional order as
hereby amended regulates the handling
of milk in the same manner as, and is
applicable only to persons in the re-
spective classes of industrial or commer-
¢ial activity specified in, a marketing
agreement upon which a hearing has
been held:

(4) All milk and milk products han-
dled by handlers, as defined in the Bos-
ton Regional order as hereby amended,
are in the current of interstate com-
merce or directly burden, obstruct, or
affect interstate commerce in milk or
its products; and

(5) It is hereby found that the nec-
essary expense of the market administra-
tor for the maintenance and functioning
of such agency will require the payment
by each handler, as his pro rata share
of such expense, 4 cents per hundred-
weight or such lesser amount as the
Secretary may prescribe, with respect to
milk specified in § 1001.87.

Order relative to handling. It is there-
fore ordered that on and after the effec-
five date hereof the handling of milk
in the Massachusetts-Rhode Island-New
Hampshire marketing area (part 1001),
to be designated as the “Boston Regional
marketing area”, shall be in conformity
0 and in compliance with the terms and
conditions of the order, as amended, and
as hereby amended, as follows:

The provisions of the proposed market-
ing agreement and order amending the
Massachusetts - Rhode Island - New
Hampshire order contained in the rec-
ommended decision issued by the Deputy
Administrator, Regulatory Programs, on
March 1, 1971, and published in the
Feperal, REGISTER on March 5, 1971 (36
FR. 4408; F.R. Doc. 71-3024), shall be
and are the terms and provisions of this
order, amending the order, and are set
forth in full herein.

Section 1001.2 is revised to read as
follows:

§1001.2 Boston Regional marketing

area.

“Boston Regional marketing area,”
hereinafter called the “marketing area,”
means all territory within the boundaries
of the places set forth below, all water-
front facilities connected therewith and
craft moored thereat, and all territory
therein occupied by any governmental

installation, institution, or other similar
establishment:
MASSACHUSETTS

Counties:

Barnstable,

Bristol,

Dukes,

Essex,

Franklin (except the towns of New Salem,

Orange, and Warwick).
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Hampden (except the towns of Brimfield,
Monson, Palmer, and Wales) .

Hampshire (except the town of Ware).

Middlesex.

Norfolk.

Plymouth.

Suffolk.

Worcester (except the towns of Athol,
Barre, Douglas, East Brookfield, Hard-
wick, New Braintree, North Brookfield,
Northbridge, Petersham, Phillipston,
Royalston, Templeton, Uxbridge, Warren,
West Brookfield, and Winchendon).

NeEw HAMPSHIRE
Counties:

Belknap.

Cheshire.

Grafton (the towns of Ashland, Bridge-
water, Bristol, Holderness, and Plymouth
only).

Hillsborough.

Merrimack.

Rockingham.

Strafford.

Sullivan (except the town of Plainfield).

RHODE ISLAND

All cities and towns except New Shoreham

(Block Island).
VERMONT
Counties:

Bennington (the towns of Landgrove, Peru,
and Winhall only).

Windham (except Somerset).

Windsor (the towns of Andover, Baltimore,
Cavendish, Chester, Ludlow, Plymouth,
Reading, Springfield, Weathersfield, Wes-
ton, West Windsor, and Windsor only).

[FR Doc.71-5720 Filed 4-23-71;8:46 am]

DEPARTMENT OF COMMERCE

Bureau of Domestic Commerce
[ 32A CFR.Ch. Vi1 7

BASIC RULES OF ]’HE PRIORITIES
SYSTEM

Notice of Proposed Change in Time
Period for Use of Priority Ratings for
Inventory Replacement

Notice'is hereby given that the Direc-
tor, Bureau of Domestic Commerce, pur-
suant to section 704 of the Defense Pro-
duction Act of 1950, as amended and
extended (50 U.S.C. App. 2154) and
Executive Order 10480, as amended, is
proposing an amendment to subsection
9(a) of DPS Regulation 1 (formerly
BDSA Regulation 2) (32A CFR Ch. VI).

Subsection 9(a) currently provides
that ratings must be used for inventory
replacement only in the calendar quar-
ter in which material is taken from in-
ventory to fill rated orders or in the next
calendar quarter. The proposed amend-
ment to subsection 9(a) would limit the
use of ratings for this purpose to the
calendar month in which material is
taken from inventory or the next cal-
endar month. Thus, the proposed amend-
ment would affect the time period during
which a person may use priority ratings
when replacing material taken from in-
ventory to fill mandatory acceptance
orders.

Interested persons who desire to file
written views or comments on the pro-

\
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posed amendment should file them, in
triplicate, with the Director, Bureau of
Domestic Commerce, Aftention: Execu-
tive Secretary, U.S. Department of Com-
merce, Washington, D.C. 20230, within
30 days from date of publication of this
notice in the FEDERAL REGISTER,

Section 9(a) is proposed to be amended
to read as follows:

Sec. 9 Special provisions applicable to
extensions; grouping of orders.

(a) No person shall place a rated
order to replace in inventory material
taken from inventory to fill rated orders
except within the calendar month in
which such material was taken from in-
ventory for such purpose, or in the im-
mediately succeeding calendar month.

The issuance of an amended section
9(a) to DPS Regulation 1 will also affect
the time interval for inventory replace-
ment in the following DMS Regulations
and Orders. Changes in applicable pro-
yisions of such regulations and orders
will be accomplished by amendments

“and/or revisions thereto.

DMS Reg. 1, Sec. 9(b)—Basic Rules of the
Defense Materials System,

DMS Order 1, Sec. 9(b), Sec. 12(a) —Iron and
Steel.

DMS Order 2, Sec. 10,
amended—Nickel Alloys,

DMS Order 3, Sec. 11(a)(b), Sec. 12(b) as
amended—Aluminum,

DMS Order 4, Sec. 10(b) —Copper and Copper
Base Alloys.

Sec. 11(b) as

BUREAU OF DOMESTIC
COMMERCE,
Hupson B. DRAKE,
Director.

[FR Doe.71-5716 Filed 4-23-71;8:46 am]

Maritime Administration
[ 46 CFR Ch. I11]

DETERMINATION OF CONSTRUCTION-
DIFFERENTIAL SUBSIDY BY TYPE OF
VESSEL

Proposed Method

The Merchant Marine Act, 1936, as
amended (46 US.C. 1101, et seq.) has
recently been amended by the Merchant
Marine Act of 1970 (Public Law 91-469)
to provide for a determination of con-
struction-differential subsidy by type of
vessel under section 502(b) (46 U.S.C.
1152(b) ).

Pursuant to section 204, Merchant
Marine Act, 1936, as amended (46 U.S.C.
1114) and in accordance with section 3
(a) (3), Administrative Procedure Act (5
U.S.C. 552(a) (1) (D)), notice is hereby
given thatjthe Maritime Subsidy Board is
contemplating the adoption of a method
to be used for the determination of
construction-differential subsidy by type
of vessel, A proposed method prepared
by the Board is set out below.

While the subsidy program is exempt
from the requirements of section 4, Ad-
ministrative Procedure Act (5 U.S.C.
553), the Board invites interested parties
to submit any written data or views on
the proposed method prepared by the
Board for consideration by the Board,
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in triplicate, to the Secretary, Maritime
Subsidy Board, Maritime Administration,
Washington, D.C., by the close of busi-
ness on May 23, 1971,

Dated: April 20, 1971.
By order of the Maritime Subsidy
Board.

James S. DaAwsoN, Jr.,
Secretary.

METHOD FOR THE DETERMINATION OF A
CONSTRUCTION-DIFFERENTIAL SUBSIDY
RATE FOR EAcH VESSEL TYPE

(PROPOSED METHOD)

The Merchant Marine Act of 1970
(Public Law 91-469) amended the Mer-
chant Marine Act, 1936, as amended (46
U.S.C. 1101, et seq.) to provide that the
estimated foreign construction cost to be
made for the purpose of determining the
amount of construction-differential sub-
sidy shall be for the type vessel which is
proposed to be constructed with the aid
of subsidy. In pertinent part, section 502
of the Act, as it has been amended (46
U.S.C. 1152) provides as follows:

The amount of the reduction in selling
price which is herein termed “construction
differential subsidy” shall equal, but not
exceed, the excess of the bid of the ship-
builder constructing the proposed vessel (ex-
cluding the cost of any features incorporated
in the vessel for national defense uses, which
shall be paid by the Secretary in addition to
the subsidy), over the fair and reasonable
estimate of cost, as determined by the Sec-
retary, of the construction of that type
vessel if it were constructed under similar
plans and specifications (excluding national
defense features as above provided) in a
foreign shipbuilding center which is deemed
by the Secretary to furnish a fair and rep-
resentative example for the determination
of the estimated foreign cost of construc-
tlon of vessels of the type proposed to be
constructed.

Section 501(c) of the Act (46 U.S.C.
1151(c)) provides that construction-
differential subsidy to aid in reconstruct-
ing or reconditioning a vessel shall be
ascertained, determined, controlled,
granted, and paid, subject to all the
applicable conditions and limitations of
Title V and under such further condi-
tions and limitations as may be pre-
seribed in the rules and regulations the
Secretary of Commerce has adopted.

The proposed method outlined below
is intended to apply to reconstruction
and reconditioning as well as construc-
tion. Accordingly, wherever the term
“construction” appears in the following,
it includes within its meaning the terms
“reconstruction” and “reconditioning”.

It is proposed that, pursuant to the
foregoing statutory provisions, construc-
tion-differential subsidy shall be deter-
mined for each type vessel by determin-
ing the estimated domestic construction
cost and estimated foreign construction
cost for a vessel design which is repre-
sentative of each type, and then apply-
ing the construction-differential subsidy
rate derived from these two estimates to
the domestic price of the vessel, the con-
struction of which is to be aided with
construction-differential subsidy.
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“That type”, as the term is used in the
statute as quoted above, may be defined
as embracing all vessels of similar de-
sign and general features, which are
capable of carrying cargoes in a manner
charaeteristic of such type. For example,
in accordance with the foregoing, tank-
ers, oil/bulk/ore carriers, dry bulk car-
riers, LASH (lighter carrier), SeaBee
(barge carrier), containerships, and lig-
uified natural gas carriers would be
among the vessel categories constituting
vessel types. Depending upon the range
of sizes within each type, a type may be
subdivided into size groups, each contain-
ing a range of vessel sizes having similar
domestic and foreign cost relationships.
These relationships will reflect general
market conditions for various ship sizes
and also basic changes in design brought
about by size variation which affect ra-
tios of foreign to domestic cost. For pur-
poses of determining construction-
differential subsidy, each type and size
groups within each type will be con-
sidered a “type” of vessel.

It is proposed to select one vessel de-
sien which is representative of each
“type” of vessel.

In general, the selection of a repre-
sentative vessel design for each type for
making the domestic and foreign con-
struction cost estimates from which the
CDS rate for each type will be derived
shall be based on the following two
criteria:

1. The design shall be for a vessel ex-
pected to be constructed with the aid of
construction-differential subsidy.

2. The design shall logically fall with-
in the vessel type as being generally
representative of the type, and shall not
contain any significant features which
are extremes of the type.

The following vessel types are pro-
posed initially:

Type 1—Tanker up to 100,000 d.w.t.

Type 2—Tanker from 100,000 to 200,000 d.w.t.

Type 3—Tanker over 200,000 d.w.t.

Type 4—Barge carrying vessel (LASH)—
overall length over 700 Yeet.

Type 5—Oil/bulk/ore carrier up to 100,000
d.w.t.

Type 6—0il/bulk/ore carrier from 100,000 to
200,000 d.w.t.

Type 7T—Reconstruction of breakbulk cargo
vessel {nto containership.

An example of a vessel design which
might be selected as the vessel represent-
ative of its type for the purpose of the
construction-differential subsidy rate
determination is the LASH vessel, MA
Design C9-5-81d, having the following
characteristics:

Single screw. Length overall: 893 feet.
Steam propulsion. Beam: 100 feet,
32,000 horsepower. 38,500 d.w.t.

Another example of a possible repre-
sentative design is the oil/bulk/ore car-
rier developed by National Steel and
Shipbuilding Co., having the following
characteristics:

Single screw. Length overall: 890 feet.
Steam propulsion. Beam: 105 feet.
24,000 horsepower. 80,500 d.w.t.

For each representative vessel design
selected, a determination shall be made

of the fair and reasonable estimate of
cost of constructing that vessel in the
United States and a determination shaj]
be made of the fair and reasonable cost
of constructing that vessel if it were con.
structed under similar plans and speci-
fications in a representative foreien
shipbuilding center. These determina-
tions shall be based upon a specific
design with adequate plans and specifi
cations., The method of estimating such
costs will follow the method outlined in
the Procedure for Determining Con-
struction Differential Subsidy dated
March 1, 1971, on which comments were
invited by a notice in the FeperaL
RecisTER dated March 5, 1971. If the
method proposed herein or a similar
method is adopted, the Procedure for
Determining Construction Differential
Subsidy will be appropriately revised.
The censtruction-differential subsidy
rate applicable to each type vessel shall
be computed by dividing the difference
between the estimates of domestic and
foreign construction cost which have
been determined by the estimate of do-
mestic construction cost. This rate shall
then be applied to the domestic construe-
tion price established by competitive
bidding or negotiation pursuant to stat-
ute to determine the amount of construc-
tion-differential subsidy for the con-
struction of a vessel falling within the
type for which the rate has been derived.
In order to limit the number of type
vessel construction-differential subsidy
rate determinations to be made, such de-
terminations shall be made for only those
types, including size groups within types,
in which prospective ship purchasers or
shipyards have expressed an interest. De-
terminations shall be made for addi-
tional types as they are proposed, or an
interest is otherwise shown in them.
The statute provides that the estimated
foreign cost shall be recomputed annu-
ally unless, in the opinion of the Secre-
tary of Commerce, there has bheen a
significant change in shipbuilding mar-
ket conditions. Therefore, determinations
already made shall be reviewed periodi-
cally, and where changes in market con-
ditions warrant, the determinations shall
be revised to reflect these conditions.

[FR Doc.71-5755 Filed 4-23-71;8:49 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[21 CFR Part 148c]
STERILE SODIUM COLISTIMETHATE

Proposal Regarding Certification
Requirements

Pursuant to provisions of the Federal
Food, Drug, and Cosmetic Act (sec. 507,
59 Stat. 463, as amended; 21 U.S.C. 357)
and under authority delegated to the
Commissioner of Food and Drugs (2l
CFR 2.120), it is proposed that the anti-
biotic regulation providing for certifica-
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tion of sterile sodium colistimethate be
amended by (1) raising the minimum
potency requirement of the drug, (2) de-
leting its histamine requirement, and (3)
including limits for residue on ignition.
Accordingly, it is proposed that § 148c.4
pe amended to read as follows:

§ 148¢.4

(a) Requirements jor -certification—
(1) Standards of identity, strength, qual-
ity, and purity. Sodium colistimethate is
the sodium salt of a kind of colistin
methane sulfonate or a mixture of two
or more such salts. It is a white to
slightly vellow, odorless, fine powder
which is freely soluble in water, It is so
purified and dried that:

(i) Its potency is not less than 390
micrograms of colistin base equivalent
per milligram. If it is packaged for dis-
pensing, its potency is satisfactory if it
is not less than 90 percent and not more
than 120 percent of the number of milli-
grams of colistin base equivalent that it
is represented to contain.

(ii) Itis sterile.

(iii) It passes the safety test,

(iv) Itis nonpyrogenic.

(v) Itsloss on drying is not more than
9.0 percent.

(vi) Its pH in an aqueous solution
containing 10 milligrams per milliliter
is not less than 6.5 and not more than
9.0, If it is packaged for dispensing, its
pH is not less than 6.0 and not more than
8.0 when reconstituted as directed in the
labeling,

(vii) It gives a positive identity test
for sodium colistimethate.

(viii) Its residue on ignition is not
less than 24.8 percent and not more than
28.8 percent.

(ix) Its heavy metals content is not
more than 30 parts per million.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of § 148.3
of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of §146.2 of this chapter,
each such request shall contain:

(1) Results of tests and assays on the
batch for potency, sterility, safety, pyro-
gens, loss on drying, pH, identity, resi-
due on ignition, and heavy metals.

(ii) Samples required:

{a) If the batch is packaged for re-
packing or for use in the manufacture
of another drug:

(I) For all tests except sterility: 10
containers, each containing approxi-
mately 500 milligrams.

(2) For sterility testing: 20 packages,
each containing approximately 300
milligrams,

() If the batch is packaged for
dispensing:

D For all tests except sterility: A
minimum of 12 vials or if each vial con-
1ains less than 150 milligrams of colisti-
Iethate, a minimum of 60 vials.

(2) For sterility testing: 20 immediate
containers, collected at regular intervals
throughout each filling operation.
= (b) Tests and methods of assay—(1)
?tency. Proceed as directed in § 141.110
of this chapter, preparing the sample for

Sterile sodium colistimethate.
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assay as follows: If the batch is pack-
aged for repacking or for use in
manufacturing another drug, dissolve an
accurately weighed sample in 2 milliliters
of sterile distilled water and further di-
lute with sufficient 10-percent potassium
phosphate buffer, pH 6.0 (solution 6), to
give a stock solution of convenient con-
centration. If it is packaged for dis-
pensing, reconstitute as directed in the
labeling. Then, using a suitable hypo-
dermic needle and syringe, remove all of
the withdrawable contents if the con-
tainer is represented as a single dose
container; or if the labeling specifies the
amount of potency in a given volume of
the resultant preparation, remove an ac-
curately measured representative portion
from each container. Further dilute the
stock solution with solution 6 to the ref-
erence concentration of 1.0 microgram
of colistin base equivalent per milliliter
(estimated).

(2) Sterility. Proceed as directed in
§ 141.2 of this chapter, using the method
described in paragraph (e) (1) of that
section.

(3) Pyrogens. Proceed as directed in
§ 141.4(h) of this chapter, using a solu-
tion containing 10 milligrams of colistin
base equivalent per milliliter.

(4) Safety. Proceed as directed in
§ 1415 of this chapter.

(5) Loss on drying. Proceed as di-
rected in § 141.501(b) of this chapter.

(6) pH. Proceed as directed in
§ 141.503 of this chapter, using a 1-per-
cent aqueous solution prepared in the
following manner: Weigh accurately 0.5
gram of sample and transfer to a 125-
milliliter Erlenmeyer flask. Add 50 milli-
liters of freshly boiled distilled water,
stopper, and shake until the sample is in
solution. Allow fto stand for one-half
hour before determining the pH. If it is
packaged for dispensing, use of the solu-
tion obtained after reconstituting the
drug as directed in the labeling.

(7) Identity. To about 20 milligrams
of sample, add 2.0 milliliters of pH 7.0
buffer (prepared by adding 29.63 milli-
liters of 1N sodium hydroxide to 50 milli-
liters of 1M potassium dihydrogen phos-
phate, adjusting to pH 7.0 if necessary,
and diluting to 100 milliliters with dis-
tilled water) and 0.2 milliliter of a 0.5
percent aqueous triketohydrindene hy-
drate solution. When heated for about 2
minutes, no pink color results. To an-
other 20 milligrams of sample, add 2.0
milliliters of diluted hydrochloric acid
U.S.P., heat to boil, and boil gently for
2 minutes. Neutralize with 10 percent
sodium hydroxide to approximately pH 7
(indicator paper), add 2.0 milliliters of
pH 7.0 buffer and 0.2 milliliter of a 0.5
percent aqueous triketohydrindene hy-
drate solution. Heat over an open flame
for 2 minutes. A purple color is produced.

(8) Residue on ignition. Proceed as di-
rected in § 141.510(b) of this chapter.

(9) Heavy metals. Proceed as directed
in § 141.511 of this chapter.

Interested persons may, within 30 days
after publication hereof in the FEDERAL
REGISTER, file with the Hearing Clerk,
Department of Health, Education, and
Welfare, Room 6-62, 5600 Fishers Lane,
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Rockville, MD 20852, written comments
(preferably in quintuplicate) regarding
this proposal. Comments may be accom-
panied by a memorandum or brief in
support thereof.

Dated: April 12, 1971,

H. E, SIMMONS,
Director, Bureau of Drugs.

[FR Doc.71-5726 Filed 4-23-71;8:47 am]

DEPARTMENT OF
TRANSPORTATION

National Highway Traffic Safety
Administration

[ 49 CFR Part 5711
[Docket No. 71-3a; Notice 2]

INDIRECT VISIBILITY
Extension of Time for Comments

A notice of proposed amendment to
49 CFR 571.21, that would add Federal
Motor Vehicle Safety Standard No. 111a,
Indirect Visibility, was published on Jan-
uary 23, 1971 (36 F.R. 1156) with a
closing date for comments of April 22,
1971. Suppliers of original equipment
mirrors for passenger cars, trucks, and
buses have indicated that studies under
preparation will not be completed by
April 22. In order to allow completion and
submission of these data the closing date
for comments is hereby extended to June
21, 1971.

This notice of extension of time to
comment is issued under the authority of
sections 103 and 119 of the National
Traffic and Motor Vehicle Safety Act of
1966 (15 U.S.C. 1392, 1407) and the dele-
gations or authority at 49 CFR 1.51 and
49 CFR 501.8.

Issued on April 21, 1971,

ROBERT L. CARTER,
Acting Associate Adminisirator,
Motor Vehicle Programs.

[FR Doc.71-5818 Filed 4-23-71;8:50 am |

[ 49 CFR Part 5711
{Docket No. 71-3b; Notice 2]

REARVIEW MIRRORS
Extension of Time for Comments

A notice of proposed amendment to
49 CFR 571.21, Motor Vehicle Safety
Standard No. 111, Rearview Mirrors that
would allow compliance with proposed
Standard No. 111a, Indirect Visibility, in
advance of that Standard’s effective date,
was published on January 23, 1971 (36
FR. 1160) with a closing date for com-
ments of April 22, 1971. Because this
agency has extended the time to com-
ment on proposed Standard No. 1lla,
the closing date for comments on the pro-
posed amendment to Standard No. 111 is
hereby also extended to June 21, 1971,

This notice of extension of time to
comment is issued under the authority
of sections 103 and 119 of the National
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Traffic and Motor Vehicle Safety Act of
1966 (15 U.S.C. 1392, 1407) and the dele-
gations of authority at 49 CFR 1.51 and
49 CFR 501.8.

Issued on April 21, 1971,

ROBERT L. CARTER,
Acting Associate Administrator,
Motor Vehicle Programs.

[FR Doc.71-5819 Filed 4-23-71;8:50 am|

FEDERAL RESERVE SYSTEM

[ 12 CFR Parts 207, 220, 2211
[Regs. G, T, and U]

CREDIT TO CONTRIBUTE CAPITAL TO
BROKERS AND DEALERS

Notice of Proposed Rule Making

Pursuant to the authority contained
in the Securities Exchange Act of 1934
(15 U.S8.C. 78g), the Board of Governors
proposes to amend Parts 207, 220, and
221 in the following respects:

1. Paragraph (f) of § 207.1 would be
amended as set forth below:

§ 207.1 General Rule.

. - - - -

(f) Credit extended to broker or
dealer subject to Regulation T. (1) No
lender shall extend or maintain any
credit for the purpose of purchasing or
carrying any margin security to any
broker or dealer who is subject to Part
220 of this Chapter (Regulation T), and
after July 16, 1971, no lender shall extend
any credit to any customer to enable the
customer to contribute capital to any
broker or dealer who is subject to such
Part, whether such contribution is in
the form of a loan to such broker or
dealer (whether subordinated or not)
or of equities in the account of partners,
or to purchase stock in, any broker or
dealer who is subject to such part,
whether with or without collateral.
Where the credit or the proceeds of the
loan or other contribution or purchase of
stock is to be used in the ordinary course
of business of such customer or such
broker or dealer, such credit is presumed
to be for the purpose of purchasing or
carrying margin securities unless the
lender has in his records a statement to
the contrary obtained and executed in
conformity with the requirements of
paragraph (e) of this section.

(2) The prohibition of this para-
graph (f) shall not apply to credit which
Is secured by collateral other than regis-
tered securities which is (i) made to a
dealer* (whether or not secured) to aid
in the distribution of securities to cus-
tomers not through the medium of a na-
tional securities exchange, or (ii) ex-
tended to a broker or dealer subject to
Part 220 of this chapter or to a customer
for the purpose of making a loan or con-
tribution of capital to such a broker or
dealer if the extension of credit, loan or
other contribution is in conformity with
the requirements regarding satisfactory

1 As defined In 15 U.S.C. T8c(a) (5).

PROPOSED RULE MAKING

agreements or equities in the account of
partners of a rule of the Securities and
Exchange Commission (Rule 15¢3-1 (¢)
(2) (A), (¢)(4), and (¢)(7)) (17 CFR
240.15e3-1 (e) (2)(A), (e) (), and (¢)
(7)) or of the capital rules of an ex-
change of which the broker or dealer is
a member if the members thereof are ex-
empt therefrom by Rule 15¢3-1(b)(2)
of the Commission (17 CFR 240.15¢3-1
(b) (2)) or to purchase stock in a broker
or dealer which is a corporation: Pro-
vided, That in the case of credit de-
scribed in this paragraph that is ex-
tended after July 16, 1971, and in the
case of any renewal of such credit ex-
tended between April 17, 1971, and
July 17, 1971, such extension of credit is
subject to the following conditions:
(i) In the case of credit extended to
enable a customer to make a
loan or other contribution of capital
to, or purchase stock in, such a
broker or dealer the lender holds in its
possession collateral adequate in good
faith, to secure the amount of the credit,
(i) in no ‘event other than the death,
disability, or (in the case of a lender or
customer who is a partner, officer, or em-
ployee of the broker or dealer) involun-
tary retirement of the lender or customer
may the subordinated extension of credit,
loan or contribution be repaid or the
stock be redeemed until 1 year after the
subordinated extension of credit, loan, or
contribution was first made or stock first
purchased and thereafter until 6 months
after the giving of written notice by the
lender (in the case of a subordinated ex-
tension of credit) or customer (in the
case of a subordinated loan, contribution
of capital, or purchase of stock) to such
broker or dealer, the Commission, and the
Securities Investor Protection Corpora-
tion of intent to demand repayment of
the extension of credit, loan, or contribu~
tion or redemption of the stock, (iii) in
no event may such credit, loan or con-
tribution be repaid or the stock be re-
deemed if the effect of such payment or
redemption would reduce the net capital
of such broker or dealer below the
amount required by the net capital rule
or capital rule to which such broker or
dealer is subject, or would otherwise be
inconsistent with such rule, (iv) all of
the proceeds of such extension of credit
are so loaned or contributed to the capi-
tal of such broker or dealer or used to
purchase such stock, and (v) the pro-
ceeds of any withdrawal of such loan or
contribution of capital from such broker
or dealer by the customer or redemp-
tion of such stock shall be used to reduce
or retire said extension of credit.

(3) The Board of Governors of the
Federal Reserve System may by Order
exempt from the prohibitions of this
paragraph (f) and the requirements of
this part, either wunconditionally or
upon specified terms and conditions or
for stated periods, any loan for the pur-
pose of making a loan or providing capi-
tal to a person who is subject to Part
220 of this chapter (Regulation T), upon
a finding that the granting of such an
exemption is necessary or appropriate, in
the public interest or for the protection

of investors: Provided, That the ge.
curities Investor Protection Corporation
shall have certified to the Board that
such action is appropriate under the cir.
cumstances.

2. Section 220.4 would be amended by
revising paragraph (f)(2) as set forth
below:

§ 220.4 Special accounts.

- - - * .

(f) Special miscellaneous ac-
count eSS

(2) (i) Subject to the provisions of
subdivisions (iii) and (iv) of this sub-
paragraph extend and maintain credit,
(@) to or for any partner of a firm
which is a member of a national securl-
ties exchange to enable such partner to
make a contribution of ecapital to such
firm, or to purchase stock in an affili-
ated corporation of such firm, or (b) to
or for any person who is or will become
the holder of stock of a corporation
which is a member of a national se-
curities exchange to enable such person
to purchase stock in such corporation,
or to purchase stock in an affiliated cor-
poration of such corporation; provided
the lender as well as the borrower is a
partner in such member firm or a stock-
holder in such member corporation, or
the lender is a firm or a stockholder in
such member corporation, or the lender
is a firm or corporation which is a mem-
ber of a national securities exchange and
the borrower is a partner in such firm or
& stockholder in such corporation;

(ii) Subject to the provisions of sub-
divisions (iii) and (iv) of this subpara-
graph extend and maintain subordinated
credit to another creditor for capital
purposes: Provided, That;

(a) Either the lender or the borrower
is a firm or corporation which is a mem-
ber of a national securities exchange, the
other party to the credit is an affiliated
corporation of such member firm or cor-
poration, and, in addition to the fact
that an appropriate committee of the
exchange is satisfied that the credit is
not in contravention of any rule of the
exchange, the credit has the approval of
such committee, or

(b) The lender as well as the borrower
is a member of such exchange, the credit
has the approval of an appropriate com~
mittee of the exchange, and the com-
mittee, in addition to being satisfied that
the credit is not in contravention of any
rule of the exchange, is satisfied that the
credit is outside the ordinary course of
the lender’s business, and that, if the
borrower’'s firm or corporation or an
affiliated corporation of such firm or cor-
poration does any dealing in securities
for its own account, the credit is not for
the purpose of increasing the amount of
such dealing. {

(ii) For the purpose of subdivisions
() and (i) of this subparagraph, the
term “affiliated corporation’ means a
corporation all the common stock of
which is owned directly or indirectly bg
the member firm or general partners an
employees of the firm, or by the membe}x{'
corporation or holders of voting stoc i
and employees of the corporation an
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a appropriate committee of the ex-
cnange has approved the member firm'’s
or member corporation’s affiliation with
such affiliated corporation,

(v) No credit shall be extended pur-
suant to this subparagraph after July 16,
1971, and no such credit extended be-
tween April 16, 1971, and July 16, 1971,
shall be renewed unless (@) in no event
other than the death, disability, or (in
the case of & borrower who is a partner,
officer, or employee of the firm or cor-
poration to which the subordinated loan
or other contribution of capital is made
or in which the stock is purchased) in-
wiluntary retirement of the borrower
may the subordinated loan or contribu-
tion of capital be repaid or the stock be
redeemed until 1 year after such loan
or contribution was first made or such
stock first purchased and thereafter un-
til 6 months after the giving of written
notice by the borrower to the firm, the
Securities and Exchange Commission
and the Securities Investor Protection
Corporation of intent to demand repay-
ment of such loan or contribution or re-
demption of such stock, (b) in no event
may such loan or other contribution of
capital be repaid or the stock be re-
deemed by a creditor to whom the loan
or contribution was made or whese stock
was the subject of purchase, if the effect
of such payment or redemption would
reduce the net capital of such creditor
below the amount required by the net
capital rule or capital rule to which such
creditor is subject, or would otherwise
be inconsistent with such rule; (¢) all of
the proceeds of such extensions of credit
are so loaned or contributed to the cap-
ltal of such firm or affiliated corporation
or used to purchase such stock and (d)
the proceeds of any withdrawal of such
lban or contribution of capital from
such creditor or redemption of such stock
shall be used to reduce or retire said
extension of credit.

3. Section 221.2 would be amended by
fevising paragraph (m) and §221.3
Would be amended by adding subpara-
graph (b) (4) and revising paragraph
(©) by redesignating the first sentence
& subparagraph (1) and adding a new
Subparagraph (2), as set forth below:

§221.2  Exceptions to General Rule.
. - - . *

(m) Any credit extended to a cus-
lomer for the purpose of making a loan
O contribution of capital to a broker
Ur dealer subject to Part 220 (Regulation
rJ if the loan or contribution is in con-
‘Ormxty.with the requirements regard-
g satisfactory subordination agree-
Ments or equities in the accounts of
%irtglers of a rule of the Securities and
féf ange Commission (Rule 15¢3-1 (e)
246(8)' (¢)(4), and (¢)(7) (17 CFR
l7’.)15c3-1 () (2)(a), (¢) (@), and (¢)
% or the capital rules of an ex-
Bange of which the broker or dealer
exélmmember if the members thereof are
o tht therefrom by Rule 15¢3-1(b) (2)
(b)(zi )Commisslon (17 CFR 240.15¢3-1
or dead or to purchase stock in a broker
vid ; er which is a corporation: Pro-

©¢, That in the case of credit de-
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seribed in this paragraph that is ex-
tended after July 16, 1971, and any re-
newal of such credit extended between
April 16, 1971 and July 16, 1971, such
subordinated loan, contribution, or pur-
chase of stock is subject to the follow-
ing further conditions: (1) The bank
holds in its possession collateral fur-
nished by the customer adequate, in good
faith, to secure the amount of the credit,
(2) in no event other than the death,
disability, or (in the case of a partner,
officer, or employee of the broker or
dealer involuntary retirement of the cus-
tomer can the subordinated loan or con-
tribution be repaid or the stock be re-
deemed until 1 year after the subordi-
nated loan or contribution was first
made or stock first purchased and there-
after until 6 months after the giving of
written notice by the customer to the
broker or dealer, the Commission, and
the Securities Investor Protection Cor-
poration of intent to demand repayment
of the loan or contribution or redemp-
tion of the stock, (3) in no event may
such loan or contribution be repaid or
the stock be redeemed if the effect of
such payment or redemption would re-
duce the net capital of the broker or
dealer below the amount required by
any net capital or capital rule to which
the broker or dealer is subject, or would
otherwise be inconsistent with such rule,
(4) all of the proceeds of such extension
of credif are so loaned or contributed to
the capital of such firm or affiliated cor-
poration, or used to purchase such stock,
and (5) the proceeds of any withdrawal
of such loan or contribution of capital
from such broker or dealer or redemp-
tion of such stock shall be used to reduce
or retire said extension of credit.

§ 221.3 Miscellaneous provisions.

- T * - -

(b) Purpose of a credit. * * *

(4) Credit extended to enable a cus-
tomer to contribute capital to a broker
or dealer subject to Part 220 of this
chapter (Regulation T), whether such
contribution is in the form of a loan
to the broker or dealer (whether sub-
ordinated or not), or of equities in the
accounts of partners, or a purchase of
stock in an incorporated broker or
dealer, or otherwise, is “purpose” credit.

(c) Indirectly secured. (1) The term
“indirectly secured” includes any ar-
‘rangement with the customer under
‘which the customer’s right or ability to
sell, pledge, or otherwise dispose of stock
owned by the customer is in any way
Testricted so long as the credit remains
‘outstanding, or under which the ex-
ercise of such right, whether by written
agreement or otherwise, is or may be
cause for acceleration of the maturity
of the credit: Provided, That the fore-
going shall not apply () if such
restriction arises solely by virtue of an ar-
rangement with the customer which per-
tains generally to the customer’s assets
unless a substantial part of such assets
consists of stock, or (i) if the bank in
good faith has not relied upon such
stock as collateral in the extension or
maintenance of the particular credit:
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And provided Jjurther, That the fore-
going shall not apply to stock held by
the bank only in the capacity of cus-
todian, depositary, or trustee, or under
similar ecircumstances, if the bank in
good faith has not relied upon such
stock as collateral in the extension or
maintenance of the particular credit.

(2) Credit described in paragraph
‘(b) (4) of this section is deemed to be
jindirectly secured by any stock owned
by the broker or dealer unless such
credit is in conformity with the require-
ments of § 221.2(m),

4, The proposed revision of paragraph
(f) in § 207.1 would restrict the ability
of lenders to extend credit to broker/
dealers, or to other customers for the
purpose of providing capital to broker/
dealers in conformity with proposed
amendments to Parts 220 and 221 (Reg~
ulations T and U).

5. The proposed revision of paragraph
(£) (2) in § 220.4 would restrict the abil-
ity of creditors to extend credit to other
creditors or to the partners, officers or
employees of creditors (or the partners,
officers or employees of affiliated corpo-
rations of creditors) for the purpose of
purchasing the capital stock of or other-
wise providing capital to a creditor or
to an affiliated corporation of a creditor
in conformity with proposed amend-
ments to Parts 207 and 221 (Regulations
G and U).

6. The proposed revision of paragraph
(m) in §221.2 would permit banks to
extend credit for the purpose of enabling
the customer to provide capital to a
broker/dealer firm, whether in the form
of a subordinated loan, equities in the
accounts of partners, or a purchase of
stock in a corporation or otherwise, with-
out regard to the initial margin require-
ments of §§221.1 and 221.4 (the Sup-
plement to Regulation U) only on the
following conditions, The bank must
hold adequate collateral to secure the
credit, so that the bank does not look
to the broker/dealer for repayment as
an assignee or successor in interest to
the customer or otherwise. The terms
under which the capital is provided to
the broker/dealer, must be subject to the
rules of the exchange of which the
broker/dealer is a member or the nef
capital rule of the Securities and Ex-
change Commission, In addition, the
capital must not be withdrawable (ex-
cept in the event of the death, disability,
or retirement by the customer from serv-
ice with the broker/dealer) until a year
has elapsed and only after an adequate
period of notice so that the broker/dealer
will not be forced to liquidate securities
in order to permit the withdrawal of
such capital. All the proceeds of the ex-
tension of credit must be used to provide
capital for the broker/dealer and the
proceeds of any withdrawal of capital
must be used to reduce or retire the
credit. The Board considers that subject-
ing credit extended for the purpose of

providing capital to broker/dealer firms
to these conditions would tend to reduce
the destabilizing potential of such credit.
Such credit would not, of course, be
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available under the proposals to pur-
chase or carry stock in broker/dealer
firms which was publicly traded.

The proposed new paragraph (b)(4)
of § 221.3 would codify an interpretation
of the Board issued irn 1946, and would
apply the principle of the interpretation
to credit extended to purchase stock in
an incorporated broker/dealer.

The proposed paragraph (¢)(2) of
§ 221.3 would provide that bank credit
extended to make it possible for the cus-
tomer to contribute capital to a broker/
dealer is deemed to be indirectly secured
by any stock owned by the broker/dealer
unless the conditions of proposed § 221.2
(m) are satisfied.

If adopted by the Board, the changes
will apply to credit extended by banks,
broker/dealers, and persons subject to
Regulation G after July 16, 1971, and
to renewals after July 16, 1971, of credit
extended by banks after April 16, 1971.

This notice is published pursuant to
section 553(b) of title 5, United States
Code, and § 262.2(a) of the rules of pro-
cedure of the Board of Governors of the
Federal Reserve System (12 CFR
262.2(a)).

To aid in the consideration of these
matters by the Board, interested persons
are invited to submit relevant data,
views, or arguments. Any such material
should be submitted in writing to the
Secretary, the Board of Governors of the
Federal Reserve System, Washington,
D.C. 20551, to be received not later than

PROPOSED RULE MAKING

May 24, 1971. Such material will be made
available for inspection and copying
upon request, except as provided in
§ 261.6(a) of the Board’s Rules Regard-
ing Availability of Information.

By order of the Board of Governors,
April 16, 1971,

[sEAL] KENNETH A. KENYON,
Deputly Secretary.

[FR Doc.71-5729 Filed 4-23-71;8:47 am]

FEDERAL TRADE COMMISSION

[ 16 CFR Part 4341

LABELING AND ADVERTISING
REQUIREMENTS FOR DETERGENTS

Notice of Revised April Hearing
Schedule and an Additional Hear-
ing in June Regarding Proposed
Trade Regulation Rule

Notice of a public hearing to be held
on April 26 and 27, 1971, commencing
at 10 am., e.d.t., each day, regarding the
above proposed Trade Regulation Rule
was published in the FEDERAL REGISTER
on January 26, 1971 (36 F.R. 1212), The
hearing schedule has been revised by the
Commission to commence at 10 am.,
e.d.t., on April 26, 1971, at 2 p.m,, ed.t.
on April 27, 1971, and at 10 a.m,, ed.t,,
April 28, 1971,

Due to requests by more witnesses than
anticipated, the Commission has scheg-
uled an additional hearing to be helg
on June 16 and 17, 1971, commencing at
10 a.m., e.d.t., each day. §

The above hearings will be held in
Room 532 of the Federal Trade Commis-
sion Building, Pennsylvania Avenue and
Sixth Street NW., Washington, DC, be-
fore the full Commission.

Only persons who have previously in-
formed the Assistant Director for In-
dustry Guidance pursuant to the original
notice (36 F.R, 1212) have been sched-
uled to orally present their views at these
hearings.

The data, views, or arguments pre-
sented with respect to the practices in
question will be available for examination
by interested parties in Room 130 of the
Division of Legal and Public Records,
Federal Trade Commission, Washington,
D.C., and will be considered by the Com-
mission in the establishment of a Trade
Regulation Rule.

Copies of the original notice including
the proposed rule may be obtained
upon request to the Federal Trade

Commission.
Issued: April 21, 1971.
By direction of the Commission.

[sEAL] CHARLES A, TORIN,
Secretary.

[FR Doc.71-5738 Filed 4-23-71;8:48 am]
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ADMINISTRATIVE COMMITTEE
OF THE FEDERAL REGISTER

HIGHLIGHTS LISTING
Notice of Exceptions

Under § 16.25(b) of Title 1 of the Code
of Federal Regulations the Director of
the Federal Register is authorized to
grant exceptions from the highlights
listing requirement of that section. Sec-
tion 16.25(b) requires a monthly publi-
cation in the FEDERAL REGISTER of a list
of the classes of documents exempted
in the preceding month. This is the first
such publication.

In evaluating the requests from Fed-
eral agencies for exceptions to the high-
lights listing requirement an attempt
has been made to balance the advantage
of listing a document or class of docu-
ments in the highlights listing against
the disadvantages of having each daily
highlights listing so long as to seriously
diminish its usefulness. It appears that
the public interest would be best served
by excluding from the highlights list-
ing documents which do not have broad

Notices

public interest or at least do not affect a
significant segment of the public. It thus
appears that all documents that involve
the rights or obligations of one or more
named individuals or companies should
be excepted unless a particular docu-
ment concerns issues of broad public
interest. Similarly it appears that the
daily listing will be more meaningful if
it excludes other documents of limited
applicability such as those relating to
internal agency organizafion. After the
highlights listing has been in existence
for a reasonable period of time all of
the exceptions will be reviewed and mod-
ifications will be made where warranted.
In this connection public and official
comments are invited. Such comments
should be addressed to: Director of the
Federal Register, National Archives and
Records Service, General Services Ad-
ministration, Washington, D.C. 20408.

The list below sets forth the classes
of documents by agency that have been
exempted under § 16.25(b) to date. If
a class of documents for which an agency
has requested and received an individ-
ual exception falls within one of the
general categories, it has not been listed
separately.

Exemption No. Agency Class of documents
GENERAL EXCEPTIONS
1 EENEE.Y & | V7Y i s Documents that involve the rights or obligations of one
or more named persons or companies, unless a particular
document raiges issues of broad public interest,
B s s e A e S et e e A e A i o Documents relating to internal organization, such as
delegations of authority.
n3....... ISP T, P T NS T N E S e Documents relating to employee standards of conduct.
T4ty 71-99 - Reserved.
SPrECIFIC AGENCY EXCEPTIONS
-0 ... Civil Bervice Commission... ... ... The following notice doctiments:
Grant or Revocation of Authority to Make Noncarcer
Executive Assignment.
Manpower shortage listings.
Establishment or Adjustment of Mintmum Rates and
Rate Ranges.
Removal of Termination Date for Special S8alary Rates,
Establishment or Revigion of Prescribed Minimum
. Educational Requirements.
o WOV do, veeieeo- All Schedule A, B, and C amendments, additions or
e revocations in 5 CFR Part 213,
,l'“’~~--- eeeeo. Bmall Business Administration._...... Notice of Declaration of Disaster Loan Area.
i T Bureau of Land Management, Interfor Documents which classify lands for disposal or special
n _Department, use.
“104.. -.. General Services Administration. ... Temporary Interagenoy delegations of authorlty

Tl0p o

sion.

ederal Communications Commis- Documents pertaining to changes in the FM and tele-

vision tables of assignments.

Arprr 23, 1971.

FREp J. EMERY,
Director of the Federal Register.

[F.R. Doc.71-5885; Filed 4-23-71;11:57 am|

DEPARTMENT OF THE TREASURY

Internal Revenue Service
MAURICE N. CALDERON
Notice of Granting of Relief

% l‘(«:otxce is hereby given that Maurice
. alc}eron, 682 25th Street, Des Moines,
e, ?8«’ applied for relief from disabili-
& t ; mposed by Federal laws with respect
1€ acquisition, receipt, transfer, ship-

ment, or possession of firearms incurred
by reason of his conviction on October
3, 1968, in the District Court of Iowa, in
and for Polk County, Des Moines, Iowa,
of a crime punishable by imprisonment
for a term exceeding 1 year. Unless re-
lief is granted, it will be unlawful for
Maurice N. Calderon because of such
conviction, to ship, transport, or receive
in interstate or foreign commerce any
firearm or ammunition, and he would be

ineligible for a license under chapter

44, title 18, United States Code as a fire-
arms or ammunition importer, manu-
facturer, dealer, or collector. In addition,
under title VII of the Omnibus Crime
Control and Safe Streets Act of 1968, as
amended (82 Stat. 236; 18 U.S.C., Ap-
pendix), because of such conviction, it
would be unlawful for Maurice N. Cal-
deron to receive, possess, or transport in
commerce or affecting commerce, any
firearm.

Notice is hereby given that I have con-
sidered Maurice N. Calderon's applica-
tion and:

(1) I have found that the conviction
was made upon a charge which did not
involve the use of a firearm or other
weapon or a violation of chapter 44, title
18, United States Code, or of the National
Firearms Act; and

(2) It has been established to my
satisfaction that the circumstances re-
garding the conviction and the appli-
cant’s record and reputation are such
that the applicant will not be likely to
act in a manner dangerous to public
safety, and that the granting of the relief
would not be contrary to the public
interest.

Therefore, pursuant to the authority
vested in the Secretary of the Treasury
by section 925(¢), title 18, United States
Code and delegated to me by 26 CFR
178.144: I is ordered, That Maurice N.
Calderon be, and he hereby is, granted
relief from any and all disabilities im-
posed by Federal laws with respect to the
acquisition, receipt, transfer, shipment,
or possession of firearms and incurred by
reason of the conviction hereinabove
deseribed.

Signed at Washington, D.C., this 14th
day of April 1971,

[SEAL] RanporpH W. THROWER,
Commissioner of Internal Revenue.

[FR Doc.71-5739 Filed 4-23-71;8:48 am|

HERBERT JEROME FINN
Notice of Granting of Relief

Notice is hereby given that Herbert
Jerome Finn, 11980 Racine, Detroit, MI
48205, has applied for relief from dis-
abilities imposed by Federal laws with
respect to the acquisition, receipt, trans-
fer, shipment, or possession of firearms
incurred by reason of his conviction be-
fore a general court-martial which con-
vened at Camp Fort Bliss, TX, pursuant
to paragraph 18, Special Orders, No. 46,
Headquarters, Southern Department,
February 15, 1918, of a crime punishable
by imprisonment for a term exceeding
1 year. Unless relief is granted, it will
be unlawful for Herbert Jerome Finn be-
cause of such conviction, to ship, trans-
port, or receive in interstate or foreign
commerce any firearm or ammunition,
and he would be ineligible for a license
under chapter 44, title 18, United States
Code as a firearms or ammunition im-
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porter, manufacturer, dealer, or collector.
In addition, under title VII of the Omni-
bus Crime Control and Safe Streets Act
of 1968, as amended (82 Stat. 236; 18
U.S.C., Appendix), because of such con-
viction, it would be unlawful for Herbert
Jerome Finn to receive, possess, or trans-
port in commerce or affecting commerce,
any firearm.

Notice is hereby given that I have
considered Herbert Jerome Finn’s appli~
cation and:

(1) I have found that the conviction
was made upon a charge which did not
involve the use of a firearm or other
weapon or a violation of chapter 44, title
18, United States Code, or of the
National Firearms Act; and

(2) It has been established to my sat-
isfaction that the circumstances regard-
ing the conviction and the applicant’s
record and reputation are such that the
applicant will not be likely to act in a
manner dangerous to public safety, and
that the granting of the relief would not
be contrary to the public interest.

Therefore, pursuant fo the authority
vested in the Secretary of the Treasury
by section 925(c), title 18, United States
Code and delegated to me by 26 CFR
178.144, it is ordered that Herbert Jerome
Finn be, and he hereby is, granted relief
from any and all disabilities imposed by
Federal laws with respect to the acquisi-
tion, receipt, transfer, shipment, or
possession of firearms and incurred by
reason of the conviction hereinabove
described.

Bigned at Washington, D.C., this 14th
day of April 1971,

[SEAL] RanvorrH W. THROWER

Commissioner of Internal Revenue.

[FR Doc.71-5740 Filed 4-23-71;8:48 am]

PAUL L LEVERETT
Notice of Granting of Relief

Notice is hereby given that Paul L.
Leverett, 30222 Julius Boulevard, West-
land, MI 48185, has applied for relief
from disabilities imposed by Federal laws
with respect to the acquisition, receipt,
transfer, shipment, or possession of fire-
arms incurred by reason of his convic-
tions on about November 14, 1945, in the
Superior Court of Forsyth County, N.C.;
on August 7, 1952, by an Army General
Court-Martial convened at Fort Custer,
Mich.; and his conviction on March 19,
1958, in the Recorder's Court, Detroit,
Mich., of crimes punishable by imprison-
ment for a term exceeding 1 year. Unless
relief is granted, it will be unlawful for
Paul L. Leverett, because of such con-
victions, to ship, transport, or receive in
interstate or foreign commerce any fire-
arm or ammunition, and he would be
ineligible for a license under chapter 44,
title 18, United States Code, as a firearms
or ammunition importer, manufacturer,
dealer, or collector. In addition, under
title VII of the Omnibus Crime Control
and Safe Streets Act of 1968, as amended
(82 Stat. 236; 18 U.8.C., Appendix), be-
cause of such convictions, it would be
unlawful for Paul L, Leverett to receive,
possess, or transport in commerce or
affecting commerce, any firearm.

NOTICES

Notice is hereby given that I have con-
sidered Paul L. Leverett’s application
and:

1. I haye found that the convictions
were made upon charges which did not
involve the use of a firearm or other
weapon or a violation of chapter 44, title
18, United States Code, or of the Na-
tional Firearms Act; and

2. It has been established to my sat-
isfaction that the circumstances regard-
ing the convictions and the applicant’s
record and reputation are such that the
applicant will not be likely to act in a
manner dangerous to public safety, and
that the granting of the relief would not
be contrary to the public interest.

Therefore, pursuant to the authority
vested in the Secretary of the Treasury
by section 925(¢), title 18, United States
Code, and delegated to me by 26 CFR
178.144, it is ordered that Paul L. Lever-
ett be, and he hereby is, granted relief
from any and all disabilities imposed by
Federal laws with respect to the ac-
quisition, receipt, transfer, shipment, or
possession of firearms and incurred by
reason of the convictions hereinabove de-
seribed.

Signed at Washington, D.C., this 14th
day of April 1971,

[sEAL] RanporrH W. THROWER,
Commissioner of Internal Revenue,

[FR Doc.71-5741 Filed 4-23-71;8:48 am]

CLAUDE A. RUSE
Notice of Granting of Relief

Notice is hereby given that Claude A.
Ruse, Plattsmouth, Nebr. 68048, has ap-
plied for relief from disabilities imposed
by Federal laws with respect to the ac-
quisition, receipt, transfer, shipment, or
possession of firearms incurred by reason
of his convictions on April 7, 1949, and
March 12, 1954, in the U.S. District
Court, Omaha, Nebr., of erimes punish-
able by imprisonment for a term exceed-
ing 1 year. Unless relief is granted, it
will be unlawful for Claude A. Ruse be-
cause of such convictions, to ship, trans-
port, or receive in interstate or foreign
commerce any firearm or ammunition,
and he would be ineligible for a license
under chapter 44, title 18, United States
Code, as a firearms or ammunition im-
porter, manufacturer, dealer, or collec-
tor. In addition, under title VII of the
Omnibus Crime Control and Safe Streets
Act of 1968, as amended (82 Stat. 236:
18 US.C,, Appendix), because of such
conviections, it would be unlawful for
Claude A. Ruse to receive, possess, or
transport in commerce or affecting com-
merce, any firearm.

Notice is hereby given that I have con-
sidered Claude A. Ruse’s application and:

1. I have found that the convictions
were made upon charges which did not
involve the use of a firearm or other
weapon or a violation of chapter 44, title
18, United States Code, or of the Na-
tional Firearms Act; and

2. It has been established to my satis-
faction that the circumstances regarding
the convictions and the applicant's rec-
ord and reputation are such that the
applicant will not be likely to act in a

manner dangerous to public safety, ang
that the granting of the relief would ng
be contrary to the public interest,
Therefore, pursuant to the authority
vested in the Secretary of the Treasury
by section 925(c), title 18, United States
Code and delegated to me by 26 CFR
178.144, it is ordered that Claude A, Ruse
be, and he hereby is, granted relief from
any and all disabilities imposed by Feg-
eral laws with respeet to the acquisition,
receipt, transfer, shipment, or possession
of firearms and incurred by reason of the
convictions hereinabove described,

Signed at Washington, D.C., this 14th
day of April 1971.
[SEAL] RaNpoLPH W. THROWER,
Commissioner of Internal Revenue,

[FR Doc.71-5742 Filed 4-23-71;8:48 am]

ANTONIO VIGORITO
Notice of Granting of Relief

Notice is hereby given that Mr. Antonio
Vigorito, 136 Circle Drive East, Elmont,
NY 11003, has applied for relief from
disabilities imposed by Federal laws with
respect to the acquisition, receipt, trans-
fer, shipment, or possession of firearms
incurred by reason of his conviction on
January 23, 1953, in the Supreme Court,
County of Kings, N.Y ., of a crime punish-
able by imprisonment for a term ex-
ceeding 1 year. Unless relief is granu;d.
it will be unlawful for Antonio Vigorito
because of such conviction, to ship,
transport, or receive in interstate or
foreign commerce any firearm or ammu-
nition, and he would be ineligible for &
license under chapter 44, title 18, Um_ted
States Code as a firearms or ammunition
importer, manufacturer, dealer, or col-
lector. In addition, under title VII of the
Omnibus Crime Control and Safe
Streets Act of 1968, as amended (82 Stat.
236; 18 U.S.C., Appendix), because of
such convietion, it would be unlawful for
Antonio Vigorito to receive, possess, Of
transport in commerce or affecting com-
merce, any firearm.

Notice is hereby given that I have con-
sidered Antonio Vigorito's application
and:

(1) I have found that the con\figuon
was made upon a charge which did not
involve the use of a firearm or other
weapon or a violation of chapter 44, tiile
18, United States Code, or of the National
Firearms Act; and )

(2) It has been established to my satis-
faction that the circumstances regarding
the conviction and the applicant’s record
and reputation are such that the appli-
cant will not be likely to act in a manner
dangerous to public safety, and that the
granting of the relief would not be con-
trary to the public interest. ¢

Therefore, pursuant to the authorm{
vested in the Secretary of the Treasury
by section 925(c), title 18, United States
Code and delegated to me by 26 CFR
178.144, it is ordered that Antonio Vlgo;
rito be, and he hereby is, granted reliel
from any and all disabilities imposed bj-‘_
Federal laws with respect to the acquis P
tion, receipt, transfer, shipment, or poS
session of firearms and incurred by rea

FEDERAL REGISTER, VOL, 36, NO. 80—SATURDAY, APRIL 24, 1971




on of the convictions hereinabove
described.

signed at Washington, D.C., this 14th
dav of April 1971,

[sgar] RanporLPH W, THROWER,
Commissioner of Internal Revenue.

|FR Doc.71-5743 Filed 4-23-71;8:48 am]

DEPARTMENT OF DEFENSE

Office of the Secretary of Defense
SECRETARY OF THE ARMY ET AL.

Delegation of Authority With Respect
to Contracts for the Procurement of
Public Utility Services

The Secretary of Defense approved the
following delegation of authority on
April 5, 1971.

In accordance with the provisions of
section 133(d), title 10, United States
Code, there is hereby redelegated to the
Becretary of the Army, the Secretary of
the Navy, and the Secretary of the Air
Force, such authority as is vested in
the Secretary of Defense by the delega-
tion authority from the Administrator
of General Services dated October 11,
193¢, entitled “Contracts for Procure-
ment of Public Utility Services for Pe-
riods not Exceeding Ten Years” (19 F.R.
6665). Such authority is also redelegated
to the Director of Defense Communica-
tions Agency in connection with the leas-
mg of private line communications facili-
ties, and to the Directors of Defense
Supply Agency and Defense Atomic Sup-
port Agency in connection with the
leasing of local telecommunications fa-
cilities and services.

The Secretary of the Army, the Sec-
retary of the Navy, the Secretary of the
Alr Force, the Directors of Defense Com-
munications Agency, the Defense Supply
Agency, and the Defense Atomic Support
Agency are hereby authorized to make
such further delegations of this author-
ity as they may deem necessary.

The above authority does not encom-
pass administrative telephone service in
the National Capital Region which has
been delegated to the Secretary of the

under DOD Directive 5160.9, “De-
fense Telephone Service—Washington
(DTS-W),” September 6, 1966 (31 F.R.
12454)
y Mavurice W. ROCHE,
Director, Correspondence and
Directives Division OASD
(Administration)

IFR Doc.71-5721 Piled 4-23-71;8:46 am |

VEPARTMENT OF THE INTERIOR

Geological Survey
GEOTHERMAL STEAM ACT OF 1970
Known Geothermal Resources Areas;

Partial List
Corrections

In F.R. Doc. 71-5368 a
yi Y 4 ppearing at page
;g;? In the issue for Saturday, April 17,
mage. ¢ following changes should be

NOTICES

1. The first line under the heading
“Dunes Known Geothermal Resources
Area"”, now reading “T. 12 S, R. 14 E,
SBM," should read “T. 15 S, R. 19 E,,
SBM,"”.

2. The fourth line under the heading
“Dunes Known Geothermal Resources
Area'”, now reading “T. 16 E., R. 18 E.)"
should read “T. 16 S;, R. 19 E..".

3. The 10th line under the heading
“Heber Known Geothermal Resources
Area’”, now reading “T. 16 E., R. 15 E.,”
should read “T. 16 S., R. 15 E.,”.

DEPARTMENT OF AGRICULTURE

Food and Nutrition Service
{FSP No. 1971-3]

FOOD STAMP PROGRAM

Maximum Monthly Allowable Income
Standards and Basis of Coupon
Issuance; Hawaii

Correction

In F.R. Doc. 71-5314 appearing at page
7320 in the issue of Saturday, April 17,
1971, an additional line reading “allot-
ment in Hawaii are as follows:” should
be inserted immediately preceding the
first table in the first column on page
7321.

Packers and Stockyards
Administration

DALE COUNTY SWINE BREEDER'S
ASSN. ET AL.

Deposting of Stockyards

It has been ascertained, and notice is
hereby given, that the livestock markets
named herein, originally posted on the
respective dates specified below as being
subject to the Packers and Stockyards
Act, 1921, as amended (7 US.C. 181 et
seq.), no longer come within the defini-
tion of a stockyard under said Act and
are, therefore, no longer subject to the
provisions of the Act.

Name, location of stockyard, and date of
posting
Dale County Swine Breeder's Assn., Ozark,
Ala. Aug. 14, 1959.
Farmers and Ranchers Auction Company,
North Little Rock, Ark. Aug. 20, 1962.
Owsley County Stock Yards, Booneville, Ky.,
Jan. 6, 1960.

J. W. Conder Company Stockyards, Columbia
(Fairwold), S.C., Nov. 10, 1930.

Gassaway Livestock Market, Inc., Gassaway,
W. Va., Nov, 4, 1959.

Notice or other public procedure has
not preceded promulgation of the fore-
going rule since it is found that the giv-
ing of su¢h notice would prevent the
due and timely administration of the
Packers and Stockyards Act and would,
therefore, be impracticable and contrary
to the public interest. There is no legal
warrant or justification for not depost-
ing promptly a stockyard which is no
longer within the definition of that term
contained in the Act.

The foregoing is in the nature of a rule
granting an exemption or relieving a re-
striction and, therefore, may be made

effective in less than 30 days after pub-
lication in the FEDERAL REGISTER, This
notice shall become effective upon pub-
lication in the TFEDERAL REGISTER
(4-24-71) .,

(42 Stat. 169, as amended and supplemented;
T US.C. 181 et seq.).

Done at Washington, D.C., this 20th
day of April, 1971.

G. H. HOPPER,
Chief, Registrations, Bonds, and
Reports Branch, Livestock
Muarketling Division.
[FR Doc.71-5753 Filed 4-23-71;8:49 am]

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration
{Docket No. B-516]

JAMES H. FROSTMAN
Notice of Loan Application

James H. Frostman, 125 South Fifth
Street, Box 399, Bayfield, WI 54814, has
applied for a loan from the Fisheries
Loan Fund to aid in financing the pur-
chase of a used 42-foot length overall
steel vessel to engage in the fishery for
whitefish, chubs, herring, smelt, and
trout.

Notice is hereby given, pursuant to
the provisions of 16 U.S.C. T42¢c, Fish-
eries Loan Fund Procedures (50 CFR
Part 250, as revised), and Reorganiza-
tion Plan No. 4 of 1970, that the above-
entitled application is being considered
by the National Marine Fisheries Serv-
ice, National Oceanic and Atmospheric
Administration, Department of Com-
merce, Interior Building, Washington,
D.C. 20235. Any person desiring to sub-
mit evidence that the contemplated op-
eration of such vessel will cause eco-
nomic hardship or injury to efficient ves-
sel operators already operating in that
fishery must submit such evidence in
writing to the Director, National Marine
Fisheries Service, within 30 days from
the date of publication of this notice. If
such evidence is received it will be evalu-
ated along with such other evidence as
may be available before making a de-
termination that the contemplated op-
eration of the vessel will or will not
cause such economic hardship or injury.

James F, MURDOCK,
Chief,
Division of Financial Assistance.
[FR Doc.71-5730 Filed 4-23-71;8:47 am]

Office of the Secretary
UNIVERSITY OF MISSOURI

Notice of Decision on Application for
Duty-Free Entry of Scientific Article

The following is a decision on an appli-
cation for duty-free entry of a scientific
article pursuant to section 6(c) of the
Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-
lic Law 89-651, 80 Stat. 897) and the
regulations issued thereunder as
amended (34 F.R. 15787 et seq.).

A copy of the record pertaining to this
decision is available for public review
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during ordinary business hours of the De-
partment of Commerce, at the Office of
Import Programs, Department of Com-
merce, Washington, D.C.

Docket Number: 70-00769-60-46500.
Applicant: University of Missouri—Co-
lumbia, Purchasing Department, Gen-
eral Services Building, Columbia, MO
65201. Article: Ultramicrotome, Model
LKB 4800A. Manufacturer: LKB Produk-
ter A.B., Sweden.

Intended use of Article: The article
will be used in research that is con-
cerned with the structure and ultrastruc-
ture of native Missouri woods, primarily
those which are used in Missouri’s wood-
using industries. Experiments will be
conducted on light reflectance proper-
ties of the thin sections. Ultrathin sec-
tions will be studied to ascertain the ex-
tent of natural defects within the woody
tissue, to compare heartwood and sap-
wood zones, and to compare sections
taken from pith to bark within the woody
plant.

Comments: No comments have been
received with respect to this application.

Decision: Application approved. No in-
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this article is intended
to be used, is being manufactured in the
United States.

Reasons: The foreign article has the
ability to produce orthogonal cut sur-
faces on the specimen without remount-
ing. This orientation feature is essential
in studies requiring three dimensional
reconstructions in which exact replica-
tion must be obtained with a minimum
loss of detail or in studies wherein a
property is to be observed which de-
pends on the exact angle of relationship
between orthogonal cuts. The most
closely comparable domestic instrument
is the' Model MT-2B ultramicrotome
manufactured by Ivan Sorvall, Inc.
(Sorvall). We are advised by the Na-
tional Bureau of Standards (NBS) in its
memorandum dated September 28, 1970,
that the specimen orientation feature de-
scribed above is pertinent to the appli-
cant’s research studies involving the
three-dimensional reconstruction of the
wood material to correlate properties and
defect locations. NBS further advises
that the Sorvall Model MT-2B does not
provide the pertinent orientation fea-
ture of the foreign article. For the fore-
going reasons, we find that the Model
MT-2B is not of equivalent scientific
value to the foreign article for such pur-
poses as this article is intended to be
used.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the foreign
article for the purposes for which such
article is intended to be used, which is
being manufactured in the United States.

SeTH M. BODNER,
Director,
Office of Import Programs.

[FR Doc.71-5708 Filed 4-23-71;8:45 am]

FEDERAL

NOTICES

NYS INSTITUTE FOR BASIC RESEARCH
IN MENTAL RETARDATION

Notice of Decision on Application for
Duty-Free Entry of Scientific Article

The following is a decision on an appli-
cation for duty-free entry of a scientific
article pursuant to section 6(c) of the
Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub-
lic Law 89-651, 80 Stat. 897) and
the regulations issued thereunder as
amended (34 FR. 15787 et seq).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C.

Docket Number: 70-00590-33-46040,
Applicant: NYS Institute for Basic Re-
search in Mental Retardation, 1050
Forest Hill Road, Staten Island, NY
10314, Article: Electron microscope,
Model EM 300. Manufacturer: Philips
Electronics NVD, The Netherlands.

Intended use of article: The article will
be used for research on the fine struc-
ture and molecular organization of the
synapse and other brain regions in nor-
mal and abnormal states. Some experi-
ments require brain tissue to be sectioned
in slices. In others, brain tissue will be
homogenized and subcellular fractions
separated by density gradient centrifu-
gation using either the swinging bucket
or the zonal rotors in the ultracentrifuge.
Gel filtration and the electrofocusing
method may be wused to purify
certain fractions. Samples will be
fixed and stained for electron microscope
examination,

Comments: No comments have been
received with respect to this application.

Decision: Application approved, No
instrument or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article is intended
to be used, was being manufactured in
the United States at the time the foreign
article was ordered (Feb. 20, 1968).

Reasons: Captioned application is a
resubmission of Docket No. 69-00063-33—
46040 which was received on July 26,
1968, and denied without prejudice to re-
submission due to informational defi-
ciencies contained therein. The foreign
article is equipped with a high resolution
rotating and tilting stage. The most
closely comparable domestic instrument
available at the time the foreign article
was ordered was the Model EMU-4 elec-
tron microscope which was formerly
manufactured by the Radio Corp. of
America and which is currently supplied
by the Forgflo Corp. The EMU-4 can be
equipped with a high resolution tilt stage
but this stage does not rotate. We are
advised by the Department of Health,
Education, and Welfare (HEW) in its
memorandum dated August 3, 1970, that
a stage that provides both tilt and rota-
tion at high resolution is pertinent to the
applicant’s research studies.

We therefore find that the EMU-4 was
not of equivalent scientific value to the
foreign article for such purposes as this

article is intended to be used at the time
the foreign article was ordered.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the Toreigm
article for the purposes for which such
article is intended to be used, which was
being manufactured in the United States
at the time the foreign article was
ordered.

SETH M. BODNER,
Director,
Office ‘'of Import Programs,

[FR Doc.71-56707 Flled 4-23-71;8:45 am]

U.S. PRODUCTION OF SOLUBLE
COFFEE

Solicitation of Cerfified Information

In accordance with paragraph (D) of
the Agreement between the Government
of the United States and the Government
of Brazil, effected by exchange of Notes
dated April 2, 1971, and published by
the Department of State in Press Re-
lease No. 65 dated April 5, 1971, the US.
Government is soliciting information
from manufacturers of soluble coffee
about their domestic produection of sol-
uble coffee during calendar years 1969
and 1970. Under this agreement, the Bra-
zilian Coffee Institute will allocate
among U.S. manufacturers of soluble
coffee the right to purchase specified
quantities of green coffee free of the
Brazilian export tax, on the basis of
their average share of soluble coffee pro-
duction in the United States. U.S. manu-
facturers of soluble coffee wishing to
share in the special allocation are re-
quested to supply the following informa-
tion for the calendar years 1969 and
1970, separately:

1. Pounds of green coffee roasted by
the respondent for the production of sol-
uble coffee in the United States.

2. Location of plant or plants at which
the above coffee was roasted.

The accuracy of such information must
be certified by an authorized officer .o(
the respondent subject to the penalt;es
provided in 18 U.S.C. 1001 for making
any false statements in any matter
within the jurisdiction of a Department
of the United States. Information so pro-
vided will be made available to the public
for inspection and transmitted to the
Government of Brazil as a basis forlits
allocations. In order that the information
can be forwarded to the Government of
Brazil as soon as possible, it must be re-
ceived by certified mail no later thax? 15
working days from the date of publica-
tion of this notice in the FEDERAL REGIS”
TER. Responses should be addressed 10
OIP 280, U.S. Department of Commerce,
Washington, D.C. 20230. Aftention:
Coffee,
Dated: April 21, 1971.
StaNLEY NEHMER,
Deputy Assistant Secretary for
Resources, U.S. Department
of Commerce.
[FR Doc.71-5754 Filed 4-23-71;8:40 am]
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Office of the Secretary
OFFICE OF MANAGEMENT
Notice of Change of Office Title

Chapter 2-501 (33 F.R. 17803, 11-28-
§8) specifying the organization and func-
tions of the Office of Management Sys-
tems is redesignated Chapter 1U11 and
the name of the organization is changed
to Office of Management. Pending re-
publication of the entire statement, this
name change should be reflected wher-
ever applicable in sections 2-501.00, 2-
501.10, and 2-501.20 (now redesignated
sections 1U11.00, 1011.10 and 1U11.20).

Dated: April 19, 1971,

RONALD BRAND,
Deputy Assistant Secretary
for Management.

[FR Doc.71-5746 Filed 4-23-71;8:48 am]

ATOMIC ENERGY COMMISSION

[Docket No. PRM-2-1]
CONSUMERS' UNION ET AL.

Petition To Establish Model Rules of
Practice for Citizen Participation in
Agency Proceedings

Notice is hereby given that the Atomic
Energy Commission has received a docu-
ment entitled “Petition to the President
of the United States and to the Inde-
pendent Regulatory Agencies to Establish
Model Rules of Practice for Citizen Par-
ticipation in Agency Proceedings Affect-
ing the Publie, Citizens and Consumers.”
Said petition was directed to President
Nixon by letter of October 30, 1970, with
copies to the Chairmen of the Atomie
Energy Commission and other independ-
ent regulatory agencies, on behalf of the
following petitioners: Consumers’ Union;
the Ad Hoc Committee on Consumer Pro-
tection representing the Council of
Churches of Greater Washington, Jewish
Community Council, National Consumer
Law Center of the Boston College Law
School, National Consumers’ League, and
the Washington Urban League; Citizens
Communications Center; Black Efforts
for Soul in Television; National Council
on Hunger; and the Migrant Legal Action
Program,

The petition requests that the Presi-
gem; Dbromulgate the “Model Rules of
tractxce for Citizen Participation,” at-
ached to the petition, by Executive Or-
dBer for those agencies of the Executive

ranch that vitally affect consumer or
otner. citizen interests, and that the
Atomic Energy Commission and other in-
dependent regulatory agencies promul-
gate the model rules by regulation.

Examples of procedures in which the
;nodel rules would apply are given in the
élier of October 30, 1970, and include

FEDERAL

NOTICES

“proceedings before the Atomic Energy
Commission for permits to build atomic
power reactors.” The stated purpose of
the model rules is to make it easier for
citizens to oppose higher prices and rates
directly affecting them, as well as agency
approvals of activities harmful to the
environment.

The petition will be considered by the
Commission as a petition for rule making
to amend the Commission's “Rules of
Practice,” 10 CFR Part 2. A copy of the
petition is available for public inspection
in the Commission’s Public Document
Room at 1717 H Street NW., Washington,
DC.

Dated at Washington, D.C., this 19th
day of April 1971.

For the Atomic Energy Commission.

W. B. McCoor,
Secretary of the Commission.

[FR Doc.71-5725 Filed 4-23-71;8:47 am]

[Docket No. 50-247]

CONSOLIDATED EDISON COMPANY
OF NEW YORK, INC.

Order Convening Conference and
Evidentiary Hearing

In the matter of Consolidated Edison
Company of New York, Inc., Indian Point
Station Unit No. 2.

Take notice that, in accordance with
the Atomic Energy Act, as amended, and
the rules of practice of the Atomic
Energy Commission, a conference and
evidentiary hearing shall convene in this
proceeding at 9:30 a.m. on Thursday,
May 13, 1971, at the Spring Vale Inn
500 Albany Post Road, Croton-on-
Hudson, N.Y.

Issued: April 22, 1971, Germantown,
Md.
ATOMIC SAFETY AND LICENS-
ING BOARD,
SaAMUEL W. JENSCH,
Chairman.

[FR Doc.71-5804 Filed 4-23-71;8:50 am]

[Docket No. 50-255]
CONSUMERS POWER CO.
Order Convening Evidentiary Hearing

In the matter of Consumers Power Co.
(Palisades Plant).

Take notice that, in accordance with
the Atomic Energy Act, as amended, and
the rules of practice of the Atomic En-
ergy Commission, an evidentiary hear-
ing in this proceeding shall convene at
9:30 a.m. on Thursday, June 17, 1971,
in the Van Deusen Auditorium of the
City Library System at 315 South Rose
Street, Kalamazoo, MI 49006.

Issued: April 22, 1971, Germantown,
Md.
ATOMIC SAFETY AND LICENS~
ING BOARD,
SaMUEL W, JENSCH,
Chairman.

[FR Doc.71-5805 Filed 4-23-71;8:50 am]
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[Docket No, 50-271]

VERMONT YANKEE NUCLEAR
POWER CORP.

Order Confirming Order for
Prehearing Conference

In the matter of Vermont Yankee
Nuclear Power Corp. (Vermont Yankee
Nuclear Power Station).

At a prehearing conference scheduled
by the Atomic Energy Commission and
convened on April 20, 1971, in Brattle-
boro, Vt., all parties represented indi-
cated their availability for a further pre-
hearing conference to be held in June.

This order confirms the order as re-
flected in the transcript of the proceeding,

Wherefore, in accordance with the At-
omic Energy Act, as amended, and the
Rules of Practice of the Commission,
it is ordered that an additional prehear-
ing conference in this proceeding shall
convene at 9:30 am. on Tuesday,
June 22, 1971, in the Gymnasium of the
Brattleboro Union High School, Fair-
ground Road, Brattleboro, Vt.

Issued: April 22, 1971, Germantown,
Md.

ATOMIC SAFETY AND LICENS-
ING BOARD,
SaMUuEL W. JENSCH,
Chairman.

|[FR Doc.71-5806 Filed 4-23-71;8:50 am]

CIVIL AERONAUTICS BOARD

[Docket 20993; Order 71-4-125]

INTERNATIONAL AIR TRANSPORT
ASSOCIATION

Order Regarding Specific Commodity
Rates

Issued under delegated authority April
19, 1971.

By Order 71-4-23, dated April 2, 1971,
action was deferred, with a view toward
eventual approval, on an agreement em-
bodied in the resolutions of the Joint
Conferences of the International Air
Transport Association (IATA) and

adopted for a May 1, 1971, early effec-
tiveness by the 11th meeting of the Joint
Specific Commodity Rates Board which
was held in Geneva February 22-26,
1971, In deferring action on the agree-
ment 10 days were granted in which
interested persons might file petitions in
support of or in opposition to the pro-
posed action.

No petitions have been received within
the filing period, and the tentative con-
clusions in Order 71-4-23 will herein be
made final.

Accordingly, it is ordered, That:

Agreement CAB 22332, R—-1 and R-2, be
and hereby is approved, provided that
approval shall not constitute approval of
the specific commodity descriptions con-
tained therein for purposes of tariff pub-
lication; provided further that tariff

24, 1971
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filings shall be marked to become effec-
tive on not less than 30 days’ notice from
the date of filing.

This order will be published in the
FEDERAL REGISTER. .

[SEAL] HARRY J. ZINK,
Secretary.

[FR Doc.71-6744 Filed 4-23-71;8:48 am]

[Docket No. 28207; Order 71-4-181]
ROYALAIR LTD.

Statement of Tentative Findings and
Conclusions and Order To Show
Cause

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.,
on the 20th day of April 1971.

By Order 69-2-45, adopted January 7,
1969, and approved by the President
February 10, 1969, the Board issued a
foreign air carrier permit to Royalair Ltd.
(Royalair), to engage in casual, occa-
sional, and infrequent foreign air trans-
portation with respect to persons and
property between Montreal, Quebec,
Canada, and all points in the continental
United States, except Alaska.

The Board has received from the
Canadian Air Transport Committee
(ATC), its Order No. 1970-A-271 which
states that the Canadian Government
has canceled the operating authorization
which had been given to Royalair to en-
gage in foreign air transportation of per-
sons and property over the above-de-
seribed route.

Based upon the foregoing, the Board
tentatively finds that the foreign air
carrier permit now held by Royalair
should be canceled, and that, unless ob-
jections are received within 20 days from
the date of the service of this order, the
Board should make such tentative find-
ings final and submit to the President for
his approval a final order canceling the
said permit.

Accordingly, it is ordered, That:

1. All interested persons are directed to
show cause why the Board should not
issue an order which would make final
the tentative findings and conclusions
herein and which would, subject to the
approval of the President, cancel the
foreign air carrier permit held by Royal-
air Litd.;

2. Any interested persons having ob-
Jjection to the issuance of such an order
should file with the Board a statement of
objection supported by evidence within
20 days of service of this order;*

1Since provision is made for a response
to this order, petitions for reconsideration of
this order will not be entertained.
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3. If timely and properly supported ob-
jections are filed, further consideration
will be accorded the matters and issues
raised by the objections before further
action is taken by the Board;

4. In the event no objections are filed,
all further procedural steps will be
deemed to have been waived and the
Board may proceed to enter an order in
accordance with the tentative findings
and conclusions set forth herein; and

5. Copies of this order shall be served
upon the following: Royalair Ltd., and
the Ambassador of the Government of
Canada.

This order will be published in the
FEDERAL REGISTER.

By the Civil Aeronautics Board.

[sEAL] HARrY J. ZINK,
Secretary.

[FR Doe.71-5745 Filed 4-23-71;8:48 am]

ENVIRONMENTAL PROTECTION
AGENCY

SHELL CHEMICAL CO.

Notice of Extension of Temporary
Tolerance

The Shell Chemical Co., Suite 1103,
1700 K Street NW., Washington, DC
20008, was granted a temporary tolerance
for negligible residues of the herbicide 2-
(4-chloro-6-ethylamino - s - triazin-2-yl-
amino) -2-methyl propionitrile in or on
corn grain (including field corn and pop-
corn) and corn fodder and forage (in-
cluding field corn and popcorn) at 0.2
part per million on April 10, 1970. The

firm has requested a 1-year extension
to obtain additional experimental data.
= It has been determined that such ex-
tension will protect the public health.
This tolerance is therefore extended as
requested on condition that the herbi-
cide will be used in accordance with the
temporary permit which is being issued
concurrently and which provides for dis-
tribution under the Shell Chemical Co.
name. This temporary tolerance will ex-
pire April 10, 1972,

This action is taken pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sec. 408(j), 68 Stat. 516; 21
U.S.C. 346a(j)), the authority trans-
ferred to the Administrator (35 F.R.
15623), and the authority delegated by
the Administrator to the Commissioner
or Acting Commissioner of the Pesticides
Office of the Environmental Protection
Agency (36 F.R. 1228).

Dated: April 20, 1971.

R. E. JOHNSON,
Acting Commissioner,
Pesticides Office,

[FR Doc.71-5737 Filed 4-23-71;8:48 am]

FEDERAL POWER COMMISSION

[Docket No. RI71-936 ete.]
ATLANTIC RICHFIELD CO., ET AL

Order Providing for Hearing on and
Suspension of Proposed Changes in
Rates, and Allowing Rate Changes
To Become Effective Subject to
Refund ?

APRIL 16, 1971,

Respondents have filed proposed
changes in rates and charges for juris-
dictional sales of natural gas, as set
forth in Appendix A below.

The proposed changed rates and
charges may be unjust, unreasonable,
unduly discriminatory, or preferential,
or otherwise unlawful.

The Commission finds: It is in the
public interest and consistent with the
Natural Gas Act that the Commission
enter upon hearings regarding the law-
fulness of the proposed changes, and that
the supplements herein be suspended and
their use be deferred as ordered below.

The Commission orders:

(A) Under the Natural Gas Act, par-
ticularly sections 4 and 15, the regula-
tions pertaining thereto (18 CFR, Ch. 1),
and the Commission’s rules of practice
and procedure, public hearings shall be
held concerning the lawfulness of the
proposed changes.

(B) Pending hearings and decisions
thereon, the rate supplements herein are
suspended and their use deferred until
date shown in the “Date Suspended Un-
til” column. Each of these supplements
shall become effective, subject to refund,
as of the expiration of the suspension
period without any further action by the
respondent or by the Commission. Each
respondent shall comply with the re-
funding procedure required by the Nat-
ural Gas Act and § 154.102 of the regu-
lations thereunder,

(C) Unless otherwise ordered by the
Commission, neither the suspended sup-
plements, nor the rate schedules sought
to be altered, shall be changed until dis-
position of these proceedings or expira-
tion of the suspension period, whichever
is earlier.

By the Commission.

[sEaL] KENNETH F, PLUME,
Acting Secretary.

1Does not eonsolidate for hearing or dis
pose of the several matters herein.
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APPENDIX A

Docket
No.

8

RIF1-0

RIT-037

RITI-

RiT

RI71-4

RITI-297

RITI-297._

RITI-040 .

RI71-207

RITI-42.,

RITI-M3..

RITI-044 ..
RITI-045. .

RITI-744

RI171-046._

RITI-547 ..

RI71-048.

RI71-049,

RITI-950.

RIT1-961

939 -

HO..

Respondent

Rate

sched-

ule
No.

Sup-
ple-
ment
No.

Purchaser and producing area

Amount
of

annual
Increase

Date
fillng

tendered

Effective
te
unless
suspended

Date
suspended
until—

Rate In
effect

Cents per Mef*

Proposed
inereased
rate

Rate In
effect sulb-
Ject to
refund in
dockets
Nos.

5. Atlantie Richfield Co.

et al,

Gordon Ol Co. etal..._.
. Phillips Petroleum Co. ...
Gulf Ofl Corp. et al. ...
Skelly O €Oz ceevramoanes

- Shell Ofl Co......... et

Shell Ol Co.etal.........

Shell ON GO

do.
.f\tln:luc Richfield Co.

The Superior Ol Co-.....

Mobil Ol Corpan-.ooaneaes
Tenneco O COweneeee o

Aztec Ofl & Gas Co.....--

WA Monerief, Jr.. .. ...

Midwest Ofl Corp...

- Bamedan Oil Corp. et al...

- Lounfs . Weetman of al. ..

.do
- Amoco Production Go.
ct al,

- Wilson Exploration Co....

Rivtogn. 7 s

RI71-953.

RI71-054

RI7L.085

RI7s

560

Ri71-g57

RI71-988

The Buperior Oil Co. .-
- Union 011 Co. of Cali-
fornia.,
- Dixilyn Corp-ernennnnn

- The Offshore Co. .. ...._..

- Cabot Corpaeneoeeeanana

- Pennzoil Producing Co....

Atlantie Richfield Co.
et aul,

No. 80—Pt, I—35

481

458

253

341

40
1 509

1
142

38

100

215

63

-

1to18

11026

=3

1107

1to13 ..

L=

'S

ny

®
2

=3

"3

-

"1

rS

218

3

t

Arkanses Louistana Gas Co,
(Peden Unit, Pittsburg Co.)
(Oklahoms ¢ Mhor Arca).

Lone Star Gas Co, (Sherman
Field, Gray -«m( ounty, RR.
District No. 9).

Louisiana-Nevada Transit Co.
(Red Rock and Fields, Webster
Parish, Northern Louisians).

United Gas P/L Co. (Willow
Springs Field, Gregg Co.,
Tex. RR. District No. 0).

El Paso Natural Gas Co. (acreage

in Terrell County, Tex.,
Permian Basin).

¥l Paso Natural Gas Co. (Lang-
mat Field, Lea County N.Mex.,
Permian Basin).

E1 Paso Natural Gas Co. (Tubb-
Blinebry et al., Ficlds, Lea
County, N. Mex., Permian
Basin).

E1 Paso Natural Gas Co. (James
Ranch (Los Medanos) Field,
Eddy County, N. Mex.,
Pormian Basin).

El Paso Natural Gas Co. (Tubb-
Linebry Field, Lea County,
N. Mex,) (l’urmhxu Basm)

do..

E1 Paso Natural Gas Co.
Boundary Butte Field, San
uan County, Utah),

Transwestern Pipeline Co.
(South Carlsbad Field, Eddy
County, N. Mex.) (Permisn
Basin).

El Paso Natural Gas Co. (Rio
Arriba and Sandoual Counties,
N. Mex.) (San Juan Basin).

E1 Paso Notural Gas Co. (Huer-
fano Unit, San Juan County,
N. Mex.) (San Juan Basin).

El Pago Natural Gas Co. (Mesa
Verde Formation In 8an
Juan and Rio Arriba Counties,
N. Mex.) (San Juan Basin).

West Texas Gathering Co.
(Emperior (Devonian Field),
Winkler County, Tex.)
(Peymian Basin).

Sea Robin Pipeline Co. (Block
222 Ship Shoal Area) (Offshore
Loulgiang).

Florida Gas Transmission Co,
(Penascal Field, Kenedy
County, Tex. RR. District

No. 4).

United Gas Pipe Line Co.
(Willmann Field, San Patriclo
goun;y Tex., RR. District

)

do.

“Michigan Wiscansin Pipeline Co.
(Cameron Field, Cameron
Parish) (Southern Loulsiang).,

Tennessee Gas Pipeline Co. a
division of Tenneco, Ine,
(South Crowly Field, Acadia
l':‘\jrls_h) (Southern Loujsians).

Go
division of 'l‘onnw o In¢. (Lac
Blanc Field, Vermilion Parish)
(Southern LuuM ana).

Texas (ias Transmission Corp.
(Bayou Pigeon Field, Iboeria
Parish) (Southern Lonisisua).

Sea Robin Pipeline Co. (Block
222, Ship Shoal Area) (Off-
<;huxr Louiglana).

Sca Robin Pipeline Co. (Ship
Shool Bloek 222 Field) (OfI-
shore Louisiana).

United Gas Pipe Line Co.
(Mustang Island Area, Nueces
Caunty, Tex., RR. District
No. 4).

United Gng Pipe Line Co.
(Lirette Fiold, Torrebonne
Parish) (Southern Louisiana).

United Fuel Gas Co. (Midland
Field, Acadia Parish) (South-
ern Louisiaua),

£360

13,427

2, 500

30, 024

8, 100

A70

4,905

5, 611

33

21,708

526

42 60, 683

26, 353
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1, 206
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140, 250
48, 000

3-24-7

3-19

319

3-18-T1

3-19-71

4-10-71

4-19-T1

4-22-71

4-22-71
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1 Accepted
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41 Aeccepted
9-23-71
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Rate iy
Rate  SBup- Amount Date  Effective Date Cents per Mef* effeet sub-
Docket Respondent sched- ple-  Purchaser and producing area of filing dato pended o . m(.‘t'l b
No. ule ment annual  tendered  unless until— Ratein  Proposed Xv~gm|v| in
No. No. increase suspended effect increased dockets
rale Nog,
RI71-050.. Inexeo Ofl COocueonnnn...a 7 # 2 Natural Gas Pipeline Co. of 216,000 3-22-71 ... ...... ek 5-7-71 19200 120260
America (South Mermentan
Area, Acadia Parish (Southern
Louisians).
R171-980.. The Superior O] Co...... 143 1 Tennesseo Gas Pipeline Co. 12,187 3-22-71 cooieeeiaion 5-7-7 8170 W 26,0
A division of Tenueco, Inc. B3I85
(Grand Isle Block 63, Grand
Isle Ares) (Offshore Louisiana).
RIT1I-061.. GOl Co. el 2 %0 Tenncssee Gas Pipeline Co. ... 2-19-71 4-10-71 Accepted -
A division of Tenneco, Ing.
(Heyser Field, Calloun
County, Tex., RR. District
No. 2).
..... A0 taskarern e 88 B0 D e e avias i ese I8 L BSMTL 2 5-20-71 4015, 0563 10210 RITO-13%0
RI171-062.. Warren Petroleum Corp.. . 49 8 Teunessee Gas Pipeline Co, Y o {2 T A b o s e ren s RI70-508,
A division of Tennecco, Inc,
(Heyser Gas Processing Plant
Calhoun County, Tex,, RR.
District No. 2).
_____ 0 S e e s 49 B A0 R e St (R R 25-20-T1 4015, 0274 W20 RITO-508,
RI71-083. . Falcon Seaboard Drilling 8 85 Michigan Wisconsin Pipeline Co, 4,200 317-71 . 5 2-71 20, 625 u 22,375
Co., et al 8 (Shuteston et al. Fields,
8t. Landry Parish) (Southern
Louisians).
..... R I T N 15 o AP el B B B SRR 2,700 3-17-71 i il 527 32125 802 375
R171-064_. The California Co., 30 5 Bouthern Natural Gas Co. 22,580 3-19-71 4-10-71 0-10-71 24.0 20,0044 RIT0-1677
a division of Chevron Knoxo Field, Marjon and
01l Co. et al. ‘althall Counties, Miss.).
R171-066.. The California Co., 8 50 #3 Southern Natural Gas Co. (3%) 7 ol ) R ¥ 5-7-7 3185 "21.25
division of Chevron Oil (Blocks 142 et al, Main Pass
Co. Area) (Offshore Lonisiana).
RI171-966_. J. M. Huber Corporation.. 85 13 Sea Robin Pipeline Co, (Block 17,000 3-18°71 5-3-T1 »I17.0 H21.25
222, Ship Shoal, Ares)
(Ofishore Loulsians).
RI71-067.. G. E. Kadane & Sons. ... 4 35 United Gas Pipe Line Co. (Maxie 2,250 3-18-71 4-18-71 9-18-71 320.0 23.0

Pistol ng{(e Fleld, Forrest
County, Miss.).

ressure base is 15,025 p.s.i.a,

* Unless otherwise stated, the
ded by Supplement No. 21,

1 Applicable only to acreage

2 Parsuant to Order No. 423,

3 Base rate subject to downward B.t.u. adjustment.

4 Base rate subject to upward and downward B.t.u. adjustment,

# Includes 0.63-cent upward B.tas. adjustmont before increase and 0.80-cent upward
B.t.u, sdjustment after increase,

€ [nitial rate authorized by temporary certificate issued in Docket No, CI-71256,

1 18,0-cent base rate plus tax reimbursement less 0.4467-cent charge by buyer for
compressfon. 2

$ 16, 6-cont base rate plus tax reimbursement,

1 Subject to deduction for treatment of sour gas (estimated to be 3,79 cents per Mcf)
and 2.246-cent downward B.t.u, adjustment from a base of 950 B.t.u, per cubic foot
(estimated B.t.u, content is 853 per cubie foof).

19 Contract dated prior to Oct, 1, 1968, )

1 Low pressure gas as per amendment filed as Supplement No. 6; 1 eont minfmuim
llquid guarantee does not apply.

12 For acreage added by sgreements dated Oct. 3, 1969, and Dee. 15, 1069, ouly
(Supplement Nos. 25 and 26).

u%‘or casinghead gas only.

1 [nerease resulting from termination of moratorfum In Southern Louisiana pur-
suant to Opinion No. 413, as amended.

1 Agreament dated Mar, 5, 1971, provides, among other things, for the renegotiated
rales specified therein,

15 Portains only to gas produced from the Ampaistegina 4 Sane Reservolr CFR
(Discovered after Oct. 1, 1968).

17 Amendment dated Mar, 9, 1971, provides, among other things, for extension of
contract term and for renegotiated rates specified therein,

O”t I’lerltg&\s to reservoirs identified therein which have been discovered after
et, 1, X

2 Submitted as a correction to a previous increase filed on Nov. 27, 1970, Beiug con-
sidered as an increase applicable to gas not covered by the prior filing.

4 [nerease to contract rate plus tax reimbursement,

2 Not used.

2 Not used.

2 For gas from reservoirs discovered prior to Oct. 1, 1068,

21 For gas from reservoirs discovered after Oct, 1, 1068,

% For gas woll gas only. *

% Proposed rate limited to the rate preseribed In the Order issued Dec, 24, 1990,
in Docket No. R-3M et al,

% Two amendments each dated Nov. 16, 1070, provide among other things for ex
tension of contract term and for the renegotiated rates specified therein.

3 The renegotiated confract rate is 24,25 cents.

# IIas chunged name to Falcon Seaboard Inme. but the name change filing i
pending.

31 As corrected,

# Temporary certificated rate.

3 Not used,

3t No deliveries of gas well gas at present,

3 Or one day from date of initial delivery, whichever is Inter,

» Includes lotter from buyer dated Aug. 22, 1060, agreeing that the Z3-cent contract
rate s higher than a redetermined rate,

# Initial certificated rate,

40 The pressure base Is 14.65 p.s.i.a. d ah

4 Accepted for filing to be effective on the dates shown in the * Effective Date
column, subject to refund in the indicated rate proceeding.

g gtill

14 Renegotiated rate is 23 cents,
1 Tnitial cerfificated rate.

» Includes documents required by Opinion No. 567 establishing the discoyery dates

of new reservoirs identified therein,

The proposed tax reimbursement increases
of Shell Oil Co. and Mobil Oil Corp. reflect
the increase in the New Mexico Emergency
School Tax from 0,55 percent to 2.55 percent.
The contractual dispute relating thereto was
recently resolved by the New Mexico Supreme
Court in favor of the producers. These in-
creases, with one exception, are from rates
currently being collected subject to refund
and are accepted for filing to be effective
30 days after filing subject to refund in the
existing rate proceedings, The proposed tax
increase from the applicable area ceiling rate
is suspended in a new rate proceeding for 1
day from the termimation of the 30-day
notice period.

Atlantic Richfield's proposed increased rate
of 22 cents per Mcf for a sale of gas in the
Aneth Area of Utah, the proposed increase
of The Californla Co. under its FPC Gas Rate
Schedule No. 30, and the proposed irfcreases
of G. E, Kadane & Sons and Aztec Oil & Gas
Co. exceed the corresponding rate filing limi-
tations imposed in Southern Louisiana, Ac-
cordingly, they are suspended for 5 months,

Aztec previously filed for an increased rate
of 29.23 cents for the other gas covered by

FEDERAL

2 Inorease suspended in Docket No, RI71-744, "
4 Accepted to become effective on the dates shown in the Effective | wibed
The agreements filed by Gulf and Warren are subject to the conditions presceribe

elsewhere in this order.

its FPC Gas Rate Schedule No. 3 and the
proposed rate was suspended until August 1,
1971, in Docket No. RIT1-744. The gas sold
from the acreage added by the supplements
involved here was omitted from the earlier
filing because the suspension period for the
underlying rate for such gas had not ended.
Aztec requests that the suspension period
for the Instant filing be terminated on the
same date as the earlier filing subject to the
same rate proceeding in Docket No. RI71-744,
In view of the high level of the rate sought,
as previously indicated, we shall suspend the
proposed rate for 5 months. Aztec's request
for a shorter suspension period is therefore
denled.

Samedan Oil Corp. proposes a tax reim-
bursement increase from a permanently
certificated initial rate, The increase refiects
the increase in the Texas Production Tax
from 7.0 percent to 7.5 percent. In accord-
ance with Order No. 390, Samedan’s proposed
rate is suspended for 1 day from the date
shown in the “Effective Date” column with
waiver of notice granted.

a Date’ column.

The agreements filed by Gulf Oil Co. and
Warren Petroleum Corp. in addition to pro-
viding for the proposed increased rates ﬂllw
provide for future escalations to any higher
area ceiling or settlement rate prescribed
by the Commission. The provisions relating
to the area rate do not conform with § 154.83
(b-1) of the Commission’s regulations. Ccon-
sistent with Commission action taken of
similar filings not in conformity with § 16493
(b-1), the agreements are accepted for filing
upon expiration of statutory notice with fhe
condition that the provisions relating to the
area rate will only apply upon the Cnmxm.-'-
sion's approval of a just and reasonable Ta L‘
or settlement rate, in an applicable area r\“
proceeding, for gas of comparable quality
and vintage. )

Certain respondents request effective d &
for which adequate notice was not givenl
Good cause has not been shown for granting
these requests and they are denied. -

All of the producers’ proposed increasel
rates and charges exceed the applicable ared
price levels for increased rates as set forth
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in the Commission’s statement of general
licy No. 61-1, as amended (18 CFR, Ch. I,
Part 2, § 2.56). =
[FR Doc.71-5683 Filed 4-23-71;8:45 am]

[Docket No. CP71-247]
BOSTON GAS CO.

Notice of Application
AprIL 20, 1971.

Take notice that on April 13, 1971,
Boston Gas Co. (applicant), 2900 Pru-
dential Tower, Boston, MA 02199, filed
in Docket No, CPT71-247 an application
pursuant to section 3 of the Natural Gas
Act for authorization to import liquefied
natural gas (LNG) from Canada, all as
more fully set forth in the application
which is on file with the Commission and
open to public inspection.

Specifically, applicant requests author-
ization to import up to 8,160,000 gallons
of LNG (equivalent to approximately
714200 Mef of vaporous gas at 1,000
Btu. per cubic foot) from Canada to
the United States during the period
April 1, 1971, through April 1, 1972.
Applicant states that said volumes of
LNG will be purchased from Gaz Metro-
politain, Inc., transported from Montreal,
Quebec, Canada, to the United States by
four tank trailer trucks and will be
delivered to its LNG tanks at Commer-
cial Point, Boston, Mass. The application
explains that additional sources of natu-
ral gas in the United States have not
been available and that this additional
supply of natural gas is necessary to meet,
the increasing fuel requirements of its
customers.

It appears reasonable and consistent
with the public interest in this case to
prescribe a period.shorter than 15 days
for the filing of protests and petitions to
intervene. Therefore, any person desir-
ing to be heard or to make any protest
with reference to said application should
on or before May 3, 1971, file with the
Federal Power Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the require-
ments of the Commission’s rules of prac-
tice and procedure (18 CFR 1.8 or 1.10).
All protests filed with the Commission
will be considered by it in determining
the appropriate action to be taken but
will not serve to make the protestants
parties to the proceeding. Any person
Wishing to become a party to a proceed-
ing or to participate as a party in any
hearing therein must file a petition to
inlter.vene in accordance with the Com-
mission’s rules,

KeNNETH F. PLUMB,
Acting Secretary,

[FR Doc.71-5711 Filed 4-23-71;8:45 am]

NOTICES

|Docket No. CST71-243 etc.|
DONA P. CORNUTT ET AL.

Notice of Applications for *“‘Small
Producer” Certificates *

AprIL 19, 1971.

Take notice that each of the applicants
listed herein has filed an application
pursuant to section 7(c) of the Natural
Gas Act and § 157.40 of the regulations
thereunder for a “small producer” certif-
jcate of public convenience and neces-
sity authorizing the sale for resale and
delivery of natural gas in interstate
commerce, all as more fully set forth in
the applications which are on file with
the Commission and open to public
inspection.

Any person desiring to be heard or to
make any protest with reference to said
applications should on or before May 13,
1971, file with the Federal Power Com-
mission, Washington, D.C. 20426, peti-
tions to intervene or protests in accord-
ance with the requirements of the Com-
mission’s rules of practice and procedure
(18 CFR 1.8 or 1.10). All protests filed
with the Commission will be considered
by it in determining the appropriate
action to be taken but will not serve to
make the protestants parties to the pro-
ceeding. Persons wishing to become
parties to a proceeding or to participate
as a party in any hearing therein must
file petitions to intervene in accordance
with the Commission’s rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections 7
and 15 of the Natural Gas Act and the
Commission’s rules of practice and pro-
cedure, a hearing will be held without
further notice before the Commission on
all applications in which no petition
to intervene is filed within the time re-
quired herein if the Commission on its
own review of the matter believes that
a grant of the certificates is required by
the public convenience and necessity.
Where a petition for leave to intervene
is timely filed, or where the Commission
on its own motion believes that a formal
hearing is required, further notice of
such hearing will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for applicants to appear or
be represented at the hearing.

KENNETH F'. PLUMBE,
Acting Secretary.

1 This notice does not provide for consoli-
dation for hearing of the several matters
covered herein.
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Dockat
No.

Data

Name of applicant
filed

CS871-243_. 3-22-71
C871-244__ 3-22-71
C871-245.. 3-22-71

Dona P. Cornutt, Post Office Box
1608, Pampa, TX 79065,

C.P. 'Purslsy, Post Office Box
1698, Pampa, TX 79065,

C.P. k’urslcy & Erwin Pursley,
Post Office Box 1698, Pampa,
TX 79065,

P Sk .

0. P. Pursley, Erwin Pursley &
Jim Cornutt, Post Office Box
1698, anrrn, TX 79065,

Less Hutt, d.b.a, H & I, Drillling
Co., 815 Travis Bldg., Saun
Antonio, TX 78205,

Harkins & Co., Post Office Box
1490, Alico, TX 78332,

Jeffries, Bradley & Body, 2337
Beach Lane, Pampa, TX 79065,

Adabe Corp., 601 Witkinson Foster
Bldg., Post Office Box 82,
Midiand, TX 79701,

Champlin Exploration, Tne,,

;;mt Office Box 1066, Enid, OK

701,
H. H. Champlin ot al., 700 First
National Bank, Bldg., Enid,
OK 73701

Estate of J. Blair Cherry, 1124
Lubboek National Bank Bldg.,
Lubbock, TX 79401,

Inexco Ol Co., Houston Club
Bldg., Houston, T'X 77002,

Swift-Sterne Corp., 711 First
National Bank Bldg., Midland,
TX 79701,

Keating-Parker Drilling Co.,

510 Oklahoma Natural Bldg.,
Tulsa, OK 74114,

Ralph L, Way, 311 Gulf Bldg.,
Midland, TX 79701,

¥. H. Mills, Jr., 311 Guif Bldg.,
Midland, TX 79701,

OS71-246. . 3-22-71
C8T1-247_. 3-25-71

CS71-248__ 3-2-71
CS71-240__ 3-20-71
CS71-250.. 3-26-71

CS71-251.. §-26-7)
C871-252.. 3-29-71
C871-253.. 3-29-71

C871-254._ 3-29-71
C871-255.. 3-30-T1

CS71-250.. 4~ 1-71

CS71-257._ 3-26-711
C871-258_ . 3-20-71

|[FR Doc.TI1-5710 Filed 4-23-71;8:45 am]

[Docket No, CP71-248]
BOSTON GAS CO.
Notice of Application

APRIL 20, 1971,
Take notice that on April 13, 1971,
Boston Gas Co. (applicant), 2900 Pru-
dential Tower, Boston, MA 02199, filed
in Docket No. CP71-248, an application

pursuant to section 3 of the Natural Gas

Act for authorization to import liquefied
natural gas (LNG) from Algeria to the
United States, all as more fully set forth
in the application which is on file with
the Commission and open to public
inspection.

Specifically, applicaiit proposes to im-
port up to 25,000 metric tons of LNG
(equivalent to approximately 1,250,000
Mcf of vaporous gas) from Algeria to
the United States during the period
August 15, 1971, through April 10, 1972.
Applicant states that said volumes of
LNG will be purchased from Gazocean
International, S.A,, transported from Al-
geria to the United States by ship and
will be delivered to its LNG tanks at Com-
mercial Point, Boston, Mass. The appli-
cation explains that additional sources of
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natural gas in the United States have
not been available and that this addi-
tional supply of natural gas is necessary
to meet the increasing fuel requirements
of its customers. Applicant states that
the price of the LNG to be imported will
be $83 per metric ton, which will be the
equivalent of approximately $1.70 per
Mef.

It appears reasonable and consistent
with the public interest in this case to
prescribe a period shorter than 15 days
for the filing or protests and petitions to
intervene. Therefore, any person desiring
to be heard or to make any protest with
reference to said application should on
or before May 3, 1971, file with the Fed-
eral Power Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the require-
ments of the Commission’s rules of prac-
tice and procedure (18 CFR 1.8 or 1.10).
All protests filed with the Commission
will be considered by it in determining
the appropriate action to be taken but
will not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a proceed-
ing or to participate as a party in any
hearing therein must file a petition to
intervene in accordance with the Com-
mission’s rules.

KENNETH F. PLUMB,
Acting Secretary.

[FR Doc.71-5712 Filed 4-23-71;8:45 am|

| Docket No. CP71-241]

MISSISSIPPI RIVER TRANSMISSION
CORP.

Notice of Application

ApRIL 20, 1971,

Take notice that on April 9, 1971, Mis-
sissippi River Transmission Corp. (appli-
cant), 9900 Clayton Road, St. Louis, MO
63124, filed in Docket No. CP71-241 an
application pursuant to section 7(¢) of
the Natural Gas Act for a certificate of
public convenience and necessity author-
izing the construction and operation of
certain natural gas loopline facilities and
a new delivery point to an existing resale
customer, all as more fully set forth in
the application which is on file with the
Commission and open to public
inspection.

Specifically, applicant seeks authoriza-
tion to construct and operate 26.5 miles
of 26-inch pipeline loops, in eight differ-
ent sections, of its existing Main Line
System in Arkansas and Missouri, to-
gether with minor piping and facility
changes at certain compressor stations
on said System. Applicant also seeks au-
thorization to construct and operate a
new delivery point, near St. Louis, Mo.,
to an existing resale customer, Midwest
Missouri Gas Co.

Applicant states that the facilities pro-,
posed herein are required to maintain
operating flexibility, to meet emergency
situations and to overcome loss of deliv-
erability due to reductions of operating
pressures on a portion of its Main Line
No. 1. The estimated cost of the facilities
proposed herein is $3,996,000, which cost

NOTICES

applicant states will be financed by in-
ternally generated funds and interim
bank loans.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before May 11,
1971, file with the Federal Power Com=-
mission, Washington, D.C. 20426, a' pe-
tition to intervene or a protest in accord-
ance with the requirements of the Com-
mission’s rules of practice and procedure
(18 CFR 1.8 or 1.10) and the regulations
under the Natural Gas Act (18 CFR
157.10) . All protests filed with the Com-
mission will be considered by it in de-
termining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding. Any
person wishing to become a party to a
proceeding or to participate as a party
in any hearing therein must file a pe-
tition to intervene in accordance with
the Commission’s rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdicion conferred upon the
Federal Power Commission by sections
7 and 15 of the Natural Gas Act and the
Commission’s rules of practice and pro-
cedure, a hearing will be held without
further notice before the Commission on
this application if no petition to inter-
vene is filed within the time required
herein, if the Commission on its own re-
view of the maftter finds that a grant of
the certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or
if the Commission on its own motion be-
lieves that a formal hearing is required,
further notice of such hearing will be
duly given,

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for applicant to appear or
be represented at the hearing.

KEeNNETH F. PLUMB,
Acting Secretary.

[FR Doc.71-5713 Filed 4-23-71;8:45 am|

[Docket No. CP71-246]
SOUTHERN NATURAL GAS CO.
Notice of Application

AprIL 20, 1971.

Take notice that on April 12, 1971,
Southern Natural Gas Co. (applicant),
Post Office Box 2563, Birmingham, AL
35202, filed in Docket No. CP71-246 an
application pursuant to section 7(c¢c) of
the Natural Gas Act for a certificate of
public convenience and necessity author-
izing the construction and operation of
certain offshore and onshore supply fa-
cilities, and the transportation of natural
gas for The California Co., a division of
Chevron Oil Co. (California), all as more
fully set forth in the application which is
on file with the Commission and open to
publie inspection.

Specifically, applicant proposes to con-
struct and operate approximately 17.1
miles of 14-inch pipeline extending in a
generally north by northeastern direction
from applicant's Main Pass-South Pass
26-inch pipeline in Main Pass Block 141,
offshore Louisiana, to California’s pro-

duction platform in Main Pass Block
107 and related facilities on said plat-
form for the receipt of natural gas pur-
chased from California. Applicant also
seeks authorization to construct and op-
erate side valves, block valves and other
related facilities onshore in southern
Louisiana, to enable applicant to deliver
natural gas to California for processing
and to accept redelivery of said natural
gas after processing. To facilitate this
processing, applicant seeks authorization
to transport natural gas for plant use,
fuel, loss, and shrinkage from the de-
livery point in Block 107 to the onshore
processing plant.

The estimated cost of the facilities pro-
posed herein is $3,307,410, which cost
applicant states will be financed by the
use of cash on hand.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before May 10,
1971, file with the Federal Power Com-
mission, Washington, D.C. 20426, a peti-
tion to intervene or a protest in accord-
ance with the requirements of the Com-
mission’s rules of practice and procedure
(18 CFR 1.8 or 1.10) and the regulations
under the Natural Gas Ac’ (18 CFR
157.10). All protests filed with the Com-
mission will be considered by it in de-
termining the appropriate action to be
taken but will not serve to make the pro-
testants parties to the proceeding. Any
person wishing to become a party to a
proceeding or to participate as a party
in any hearing therein must file a pe-
tition to intervene in accordance with the
Commission’s rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections
7 and 15 of the Natural Gas Act and the
Commission’s rules of practice and pro-
cedure, a hearing will be held without
further notice before the Commission on
this application if no petition to infer-
vene is filed within the time required
herein, if the Commission on its own re-
view of the matter finds that a grant of
the certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or
if the Commission on its own motion be-
lieves that a formal hearing is required,
further notice of such hearing will be
duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for applicant to appear or be
represented at the hearing.

KeNNETH F. PLUMB,
Acting Secretary.

[FR Doc.71-5714 Filed 4-23-71;8:46 am]

[Docket No. E-7172]
SOUTHWESTERN POWER ADMINIS-
TRATION, DEPARTMENT OF THE
INTERIOR
Notice of Request for Approval of
Rates and Charges
Aprir 20, 1971,

Notice is hereby given that the Sei;
retary of the Interior, acting on beha

FEDERAL REGISTER, VOL, 36, NO. 80—SATURDAY, APRIL 24, 1971




of Southwestern Power Administration
(SWPA), has filed with the Federal
Power Commission, pursuant to section 5
of the Flood Control Act of 1944 (58 Stat.
887, 890), a request in the above-entitled
proceeding for confirmation and ap-
proval of certain rate schedules and
certain changes in contractual rates and
charges applicable to the sale of electric
power and energy from the infegrated
system of SWPA for a period of 3 years
beginning June 1, 1971 and ending May
31, 1974. Approval by the Commission of
SWPA’s rate schedules and contractual
rates and charges currently applicable
to the sale of such power and energy
expires May 31, 1971 in accordance with
the Commission’s order issuec May 28,
1970, Docket No. E-T172 (43 FPC 804),
and the Commission’s letter dated De-
cember 4, 1970, Docket No. E-7579, to
the Assistant Secretary of the Interior.

SWPA seeks Commission approval of
the following rate schedules, which con-
tain the same terms, conditions, and pro-
visions as the currently approved rate
schedules referred to above:

Rate Schedule F-1—Wholesale Firm
Power Service. Demand charge: $1.60
per kw. of monthly billing demand.
Energy charges: 2 mills per kw.-hr. for
the first 150 kw.-hr. per kw. of billing de-
mand, and 3 mills per kw.-hr. for the
next 290 kw.-hr. per kw. of billing de-
mand, and 5 mills per kw.-hr. for energy
in excess of 440 kw.-hr. per kw. of billing
demand.

Rate Schedule IC. This schedule is for
interruptible capacity at such times and
amounts as SWPA determines is avail-
able. The capacity charge is $0.45 per
kw. per day and at SWPA's election,
energy may be sold at $0.002 per kw.-hr.
or returned by customer as scheduled
by SWPA. :

Rate Schedule EE. This schedule is for
excess energy at such times and in such
amounts as SWPA determines is avail-
able. The rate is $0.0015 per kw.-hr.

Rate Schedule P2 (Revised). This
schedule for hydro peaking and seasonal
peaking power represents the main
fransmission grid rate. This schedule
provides for delivery of power from and
at the voltage of 138-kv. or 161-kv. trans-
mission gystems owned by SWPA and/or
a substation owned by SWPA that is
directly connected to 138-kv. and/or
161-kv. transmission facilities owned by
SWPA, or beyond the high voltage grid
as specified by contract. The minimum
amount of energy associated with service
under this schedule shall be 1,200 kw.-hr.
per kv. of demand during each 12-month
contract-year, with the annual demand
charge of $14.40 per kw. and energy
_charge at $0.002 per kw.-hr. The min-
Imum bill shall be $1.20 per month per
kw. of Peaking Contract Demand, plus
Lhe_ transmission service charge, if any.
This schedule also provides that where
transmission service is provided beyond
the SWPA high voltage grid and SWPA
Incurs additional costs therefor (such
as payment, credit, or the'construction

NOTICES

of Federal facilities), the customer shall
pay in addition to the demand and
energy charges, a separate Transmission
Service Charge each month equal to
one-twelfth of the estimated total annual
cost to SWPA of providing such trans-
mission service. The amount of such
total annual cost shall be computed and
determined by SWPA, and a memoran-
dum copy of each such determination
shall be attached to and become a part
of this schedule.

Rate Schedule ES. This schedule is for
emergency service. The energy charge
is 3.7 mills per kw.hr. The capacity
charge is 4.5 cents per kw. per day. This
schedule is available in SWPA's service
area to those who were wholesale power
customers of SWPA as of November 30,
1970.

SWPA also seeks Commission approval
to increase the rates and charges con-
tained in SWPA's (1) contract with
Oklahoma Gas and Electric Co. and Pub-~
lic Service Company of Oklahoma (Okla-
homa Companies), designated as Con-
tract Ispa-356, and (2) contract with
Southwestern Electric Power Co. (South~
western Electric), designated as Contract
14-02-001-782, which rates and charges
are the currently approved contractural
rates and charges referred to above. More
specifically, SWPA proposes that the
energy charge to the Oklahoma Compa~
nies be increased from $0.002 per kw.hr.
to $0:0034 per kw.hr. for each kw.hr.
scheduled and received by the Oklahoma
Companies during each month. SWPA
represents that the new and higher
energy charge to the Oklahoma Com-
panies is comprised of two components,
namely, $0.002 being related to the cost
of energy production and transmission,
and $0.0014 being related to the “Serv-
ice Charge Component”. SWPA also pro-
poses that the energy charge to South-
western Electric be increased from $0.002
per kw.hr. to $0.0029 per kw.hr. for
energy delivered by SWPA to South-
western Electric. SWPA represents that
the new and higher energy charge to
Southwestern Electric is comprised of
two components, namely, $0.002 being re-
lated to the cost of energy production
and transmission, and $0.0009 being
related to the “Service Charge Com-
ponent”.

The proposed rate schedules and pro-
posed changes in contractual rates and
charges described above, together with
the repayment study in support thereof,
are on file with the Commission and
available for public inspection. Any per-
son desiring to make comments or sug-
gestions for the Commission’s considera-
tion with respect to the proposed rate
schedules or proposed changes in con-
tractural rates and charges should sub-
mit the same in writing on or before
May 10, 1971, to the Federal Power
Commission, Washington, D.C. 20426.

KeENNETH F. PLUME,
Acting Secretary.

[FR Doc,71-5715 Filed 4-23-71;8:46 am]
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GENERAL SERVICES
ADMINISTRATION

[Temporary Reg. D-28]
SECRETARY OF DEFENSE

Delegation of Authority

1. Purpose. This regulation delegates
authority to the Secretary of Defense to
assist in controlling vehicular and pedes-
trian traffic on that part of Fort George
G. Meade, Md., that is occupied by the
National Security Agency.

2. Effective date. This regulation is
effective immediately.

3. Delegation.,

a. Pursuant to the authority vested in
me by the Federal Property and Admin-
istrative Services Act of 1949 (63 Stat.
377), as amended, and the Act of June 1,
1948 (62 Stat. 281), as amended, author-
ity is hereby delegated to the Secretary
of Defense to make all needful rules and
regulations, and to annex to such rules
and regulations such reasonable penal-
ties, not to exceed those prescribed in 40
U.S.C. 318c, as will insure their enforce-
ment, for governing vehicular and pedes-
trian traffic on the property, buildings,
and parking lots used by the National
Security Agency at Fort George G.
Meade, Md., over which the United States
has exclusive legislative jurisdiction.

b. The Secretary of Defense may re-
delegate this authority to any officer or
employee of the Department of Defense.

¢. This authority shall be exercised in
accordance with the limitations and re-
quirements of the above cited Acts, and
the policies, procedures, and controls
prescribed by the General Services
Administration.

Rop KREGER,
Acting Administrator
of General Services.
AprIL 16, 1971,

[FR Doc.71-5708 Filed 4-23-71;8:45 am|

SECURITIES AND EXCHANGE
COMMISSION

[File No. 500-1)

BROKERAGE DATA PROCESSING
CORP.

Order Suspending Trading

ApRrIL 19, 1971.

It appearing to the Securities and Ex-
change Commission that the summary
suspension of trading in the common
stock of Brokerage Data Processing Corp.,
a New York corporation, and all other
securities of Brokerage Data Processing
Corp. being traded otherwise than on a
national securities exchange is required
in the public interest and for the protec-
tion of investors;

It is ordered, Pursuant fto section
15(c) (5) of the Securities Exchange Act
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of 1934, that trading in such securities
otherwise than on a national securities
exchange be summarily suspended, this
order to be effective for the period
April 19, 1971, through April 28, 1971,

By the Commission.
[sEAL] RosaLiE F, SCHNEIDER,
Recording Secretary.

[FR Doc.71-5728 Filed 4-23-71;8:46 am]

[70-5010]

COLUMBIA GAS SYSTEM, INC,,
ET AL.

Notice of Proposed Intrasystem
Financing

AprIL 19, 1971,

In the matter of the Columbia Gas
System, Inc., 20 Montchanin Road, Wil-
mington, DE 19807, Columbia Gas of
West Virginia, United Fuel Gas Co.,
Atlantic Seaboard Corp., Columbia Gas
of Kentucky, Inc., Columbia Gas of Vir-
ginia, Inc., Kentucky Gas Transmission
Corp., Columbia Gas of Ohio, Inc., the
Ohio Fuel Gas Co., the Ohio Valley Gas
Co., the Preston Oil Co. Columbia Gas
of Pennsylvania, Inc., the Manufacturers
Light and Heat Co., Home Gas Co., Co-
lumbia Gas of New York, Inc, Columbia
Gas of Maryland, Inc.,, Columbia Coal
Gasification Corp., Columbia Gulf Trans-
mission Co., Columbia Gas Development
Corp.

Notice is hereby given that The Co-
lumbia Gas System, Ine. (Columbia), a
registered holding company, and its
above-named wholly owned subsidiary
companies (hereinafter referred to as
“Columbia of W. Va.,” “United Fuel,”
“Seaboard,” “Columbia of Ky.,” “Colum-
bia of Va.,” “Kentucky Gas,” “Columbia
of Ohio,” *Ohio Fuel,” “Ohio Valley,”
“Preston,” “Columbia of Pa.” ‘“Manu-
facturers,” “Home,” “Columbia of N.Y.,"
“Columbia of Md.,” “Coal Gasification,”
“Columbia Gulf,” and “Columbia Devel-
opment”) have filed an application-
declaration and an amendment thereto
with this Commission pursuant to the
Public Utility Holding Company Act of
1935 (Act), designating sections 6(a),
6(h), 7, 9(a), 10, 12(b), and 12(f) of the
Act and Rules 43 and 45 promulgated

thereunder as applicable to the proposed’

transactions. All interested persons are
referred to the application-declaration,
which is summarized below, for a
complete statement of the proposed
transactions.

The subsidiary companies propose to
issue and sell, and Columbia proposes
to acquire, prior to April 1, 1972, (2) un-
secured installment notes not in excess
of the respective amounts set forth
below and (b) common stock, at the par
value, in the respective amounts set forth
below. Columbia also proposes to advance
an open account to cerfain of the sub-
sidiary companies, from time to time
during 1971, up to the respective amounts
set forth below:

NOTICES

Advances Common Installment
stock notes

Columbia of W. Va. $3, 100, 000
United Fuel 11, 200, 000
-= 1,100,000

2, 100, 000

600, 000

200, 000
Columbia of Ohio_. 18,400,000 .__.
Ohjo Fuel ... ... 23, 500, 000
Ohjo Valley...__... 1, 100, 000
BRROn. & o e e
Columbia of Pa.... 4,200,000
Manufaeturers. ... 6, 700, 000
Columbisof N.Y ... 600,

Columbia of Md_ ...

Bomers 2.9

Columbia Dcve]{)i;- ------------------------
ment. ...

Coal Gasification.. .

2y b e— 76, 000,000 30, 975, 000 106, 400, 000

The subsidiary companies will use the
proceeds from the issue and sale of their
notes and common stock to finance a
part of their respective construction pro-
grams, which, in the aggregate, are esti-
mated for 1971 to require expenditures
of $216,837,400. The proceeds of the open
account advances will be used by the
subsidiary companies to finance the
purchase of undeground storage gas in-
ventories and miscellaneous other inven-
tories and for short-term seasonal
purposes.

The installment notes will be acquired
no later than March 31, 1972, will be
dated when issued, will be payable in
25 equal annual installments on May 31
of each of the years 1973-97, inclusive,
and may be prepaid at any time, in whole
or in part, without premium. Interest will
accrue from the date of issue and is to
be paid semiannually on the unpaid prin-
cipal balance. The interest rate will be
the actual cost of money to Columbia
with respect to its last sale of debentures
prior to the issuance of said notes, de-
creased by an amount necessary in order
that the interest rate be a multiple of
one-tenth of 1 percent.

The open account advances will be
made from time to time during 1971 and
will be paid by the subsidiary companies
in three equal installments on Febru-
ary 25, March 24, and April 25, 1972, The
open account advances will initially bear
interest at the prime commercial bank
rate in effect from time to time. The in-
terest charges will be adjusted, after the
storage financing period, to the effective
interest cost Columbia achieves on its
short-term borrowing for this purpose.

In order to meet current cash require-
ments of Columbia of W. Va,, Columbia
also proposes (1) to make a cash capi-
tal contribution of $5,600,000, (2) to for-
give interest on all debts of Columbia of
W. Va, as it becomes due and payable
to Columbia on or before March 31, 1972,
in an amount up to $2,100,000, and (3)
to defer the payment of installment debt
maturities due from Columbia of W. Va.
and to consider such maturities due the
yvear following the last installment due
under each issue.

An order has been issued by the Com-
mission dated March 18, 1971 (Holding

Company Act Release No. 17055), au-
thorizing the merger of United Fuel, Sea-
board, Ohio Fuel, Manufacturers, Ken-
tucky Gas, and Home into Columbia Gas
Transmission Corp. Columbia anticipates
that said merger will be consumated as
at July 1, 1971, and it is requested that
authorizations granted herein with re-
spect to these individual transmission
companies be extended to Columbia Gas
Transmission Corp. to the extent that
approved financing has not been con-
summated with respect to the individual
corporations at the date of merger,

The expenses to be paid by Columbia
and by the subsidiary companies in con-
nection with the proposed transactions
are estimated at $400 and $6,900,
respectively.

The application-declaration states
that the following State commissions
have jurisdiction over certain of the
proposed transactions: the Pennsylvania
Public Utility Commission, the Public
Service Commission of West Virginia,
the Public Utilities Commission of Ohio,
the State Corporation Commission of
Virginia, the Kentucky Public Service
Commission, and the New York Public
Service Commission, It is also stated that
the orders of said commissions will be
filed with this Commission by amend-
ment. No other State commission and
no Federal commission, other than this
Commission, is stated to have jurisdic-
tion over the proposed transactions.

Notice is further given that any in-
terested person may not later than
May 6, 1971, request in writing that a
hearing be held on such matter, stating
the nature of his interest, the reasons
for such request, and the issues of fact
or law raised by the filing which he de-
sires to controvert; or he may request
that he be notified if the Commission
should order a hearing thereon. Any
such request should be addressed: Sec-
retary, Securities and Exchange Com-
mission, Washington, D.C. 20549, A copy
of such request should be served per-
sonally or by mail (airmail if the person
being served is located more than 500
miles from the point of mailing) upon
the applicants-declarants at the above-
stated address, and proof of service (by
affidavit or, in case of an attorney at
law, by certificate) should be filed with
the request. At any time after said date,
the application-declaration, as amended

‘or as it may be further amended, may

be granted and permitted to become
effective as provided in Rule 23 of the
general rules and regulations promul-
gated under the Act, or the Commission
may grant exemption from such rules
as provided in Rules 20(a) and 190
thereof or take such other action as it
may deem appropriate. Persons who re-
quest a hearing or advice as to whether
a hearing is ordered will receive notice
of further developments in this matter,
including the date of the hearing (f
ordered) and any postponements thereof.
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For the Commission, by the Division
of Corporate Regulation, pursuant to
delegated authority.

RosALIE F. SCHNEIDER,
Recording Secretary.

[FR Doc.71-5722 Filed 4-23-71;8:46 am]

[SEAL]

[811-529]
MISSOURI-KANSAS PIPE LINE CO.

Notice of Filing of Application for
Declaring Company Has Ceased To
Be an Investment Company

AprIL 19, 1971,

Notice is hereby given that Missouri-
Kansas Pipe Line Co. (Applicant), 25
Broadway, New York, NY 10004, a Dela-
ware corporation registered under the
Investment Company Act of 1940 (Act),
as & closed-end nondiversified manage-
ment investment company, has filed an
application pursuant fo section 8(f) of
the Act for an order of the Commission
declaring that Applicant has ceased to
be an investment company as defined in
the Act. All interested persons are re-
ferred to the application on file with the
Commission for a statement of the rep-
resentations contained therein which
are summarized below.

On March 19, 1971, the respective
shareholders of Applicant and of Pan-
handle Eastern Pipe Line Co. (Pan-
handle) duly authorized the merger of
Applicant into Panhandle, a Delaware
corporation, and it is expected that on
April 19, 1971, the Agreement of Merger
of Applicant into Panhandle will be filed
with the appropriate State agency
whereupon the merger will become effec~
tive. Pursuant to the terms of the merger,
each holder of Applicant’s common
stock or class B stock, or both, will re-
ceive shares of Panhandle common stock
determined by a formula based on the
market price of Panhandle stock and the
value of the net Mokan assets. Each
shareholder of Applicant will be entitled
o exchange his existing certificate or
certificates for a certificate or certifi-
cates representing common stock of Pan-
handle (and cash in lieu of fractional
Panhandle shares) by presenting such
certificate or certificates to The Corpo-
ration Trust Co., 15 Exchange Place, Jer-

NOTICES

sey City, NJ, the exchange agent,
Applicant represents that its separate
existence as an investment company will
terminate on the date the merger be-
comes effective and that Panhandle, the
surviving corporation in the merger, will
become vested with all the property,
rights, privileges, powers, and franchises
of Applicant on that date.

Section 8(f) of the Act provides, in
pertinent part, that when the Commis-
sion, upon application, finds that a regis-
tered investment company has ceased to
be an investment company, it shall so
declare by order, and upon the effective-
ness of such order the registration of
such company shall cease to be in effect,
and that, if necessary for the protection
of investors, such order may be made
upon appropriate conditions.

Notice is further given that any inter-
ested person may, not later than May 6,
1971; at 5:30 p.m., submit to the Com-
mission in writing a request for a hear-
ing on the matter accompanied by a
statement as to the nature of his inter-
est, the reason for such request and the
issues, if any, of fact or law proposed to
be controverted, or he may request that
he be notified if the Commission should
order a hearing thereon. Any such com-
munication should be addressed: Secre-
tary, Securities and Exchange Commis-
sion, Washington, D.C. 20549. A copy of
such request shall be served personally
or by mail (airmail if the person being
served is located more than 500 miles
from the point of mailing) upon the
Applicant at the address stated above.
Proof of such service (by affidavit or in
case of an attorney at law by certificate)
shall be filed contemporaneously with
the request. At any time after said date,
as provided by Rule 0-5 of the rules and
regulations promulgated under the Act,
an order disposing of the application
herein may be issued by the Commission
upon the basis of the information stated
in said application, unless an order for
hearing upon said application shall be
issued upon request or upon the Com-
mission’s own motion. Persons who re-
quest a hearing or advice as to whether
a hearing is ordered will receive notice
of further developments in this matter,
including the date of the hearing (if
ordered) and any postponements thereof,
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For the Commission, by the Division
of Corporate Regulation, pursuant to
delegated authority.

[sEAL] ROSALIE F. SCHNEIDER,
Recording Secretary.
[FR Doc.71-5724 Filed 4-28-71;8:46 am]

INTERSTATE COMMERCE
COMMISSION

[Rev. 8.0. No, 994; ICC Order No. 55,
Amdt. 1]
CENTRAL RAILROAD COMPANY OF
NEW JERSEY

Rerouting or Diversion of Traffic

Upon further consideration of ICC
Order No. 55 (The Central Railroad
Company of New Jersey, R. D. Timpany,
Trustee) and good cause appearing
therefor:

It is ordered, That:

ICC Order No. 55 be, and it is hereby
amended by substituting the following
paragraph (g) for paragrdph (g)
thereof:

(g) Expiration date. This order shall
expire at 11:59 p.m., June 30, 1971, unless
otherwise modified, changed or sus-
pended.

It is further ordered, That this amend-
ment shall become effective at 11:59
p.m., April 23, 1971, and that this order
shall be served upon the Association of
American Railroads, Car Service Divi-
sion, as agent of all railroads subscrib-
ing to the car service and per diem
agreement under the terms of that agree-
ment, and upon the American Short Line
Railroad Association; and that it be filed
with the Director, Office of the Federal
Register,

Issued at Washington, D.C., April 20,
1971.
INTERSTATE COMMERCE
COMMISSION,
R. D, PFAHLER,
Agent.

[FR Doc.71-5747 Filed 4-23-71;8:48 am]

[SEAL]
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Title 21—F00D AND DRUGS

Chapter Il—Bureau of Narcotics and
Dangerous Drugs, Department of
Justice

REGULATIONS IMPLEMENTING THE
COMPREHENSIVE DRUG ABUSE
PREVENTION AND CONTROL ACT
OF 1970

A notice was published in the FEDERAL
RecisTer of March 13, 1971 (36 F.R.
4928) proposing regulations implement-
ing the Comprehensive Drug Abuse Pre-
vention and Control Act of 1970.

In response, a substantial number of
comments were received from members
of the drug industry through the Ameri-
can Medical Association, the American
Pharmaceutical Association, the Na-
tional Association of Chain Drug Stores,
the Pharmaceutical Manufacturers As-
sociation, the National Wholesale Drug-
gists Association, the Pharmaceutical
Wholesalers Association, the National
Association of Retail Druggists, and from
many individuals and corporations.

COMMENTS AND OBJECTIONS TO PART 301

1. Various persons, including the
American Medical Association and the
Pharmaceutical Manufacturers Associa-
tion, inquired whether agents and em-
ployees of registrants were required to
register individually. Section 301.24 was
revised to clarify the fact that they are
generally not required to register.

2. Many manufacturers, through the
Pharmaceutical Manufacturers Associa-
tion and individually, inquired whether
separate registrations were necessary to
conduct quality control analysis and oth-
er activities related fo manufacturing.
Section 301.22(b) was revised to state
what activities are authorized under the
registration of a manufacturer.

3. Several persons inquired as to the
authority of a person other than an of-
ficer of a corporation signing applica-
tion forms and order form powers of
attorney for a corporation. Section
301.32(f) was revised to permit this al-
ternative on the condition that a corpo-
rate officer notify the Bureau as to the
authority of the other person.

4, Several manufacturers objected to
the inclusion of § 301.43(b). The Direc-
tor, after reviewing the objections and
meeting with representatives of various
interested groups, has concluded that
this paragraph is properly included in
the regulations, particularly in light of
the legislative history of the Controlled
Substances Act and the change in lan-
guage in section 303(a) (1) of the Act
from the earlier language found in sec-
tion 8(a) (1) of the Narcotics Manufac-
turing Act of 1960.

5, The Pharmaceutical Manufacturers
Association and Pfizer, Inc., questioned
the ambiguity in § 301.55 (a) and (b) re-
garding persons entitled to an adminis-
trative hearing. This language was re-
vised to point out who could request, or
participate in, such hearings under Part
301.
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6. Many manufacturers and distribu-
tors objected to security controls set
forth in §§ 301.91 to 301.97. Most of these
paragraphs have been revised to meet
the objections filed. Sections 301.92 and
301.93 are not being published at this
time, however, pending further discus~
sions between the Bureau and members
of the industry, Physical security require-
ments for nonpractitioners will be pub-
lished in the near future.

COMMENTS AND OBJECTIONS TO PART 302

1. Several manufacturers, through the
Pharmaceutical Manufacturers Associa-
tion and individually, objected to the size
of the symbol required on a label and to
the requirement of the overprinting of
the symbol on substances listed in sched-
ule V. The Director has concluded that
the requirement of overprinting is not
necessary for schedule V substances and
section 302.04 has been revised accord-
ingly. After reviewing the comments on
the size symbol on the label, however, the
Director believes that as a general rule
the symbol should be at least two times of
the largest type otherwise printed on the
label. In cases where this is not practi-
cable, manufacturers should apply for an
exception from this requirement pursu-
ant to § 307.03, submitting a copy of the
existing label and a draft of the proposed
label.

2. Several manufacturers, including
the Pharmaceutical Manufacturers As-
sociation, commented that the language
in § 302.06 (a) and (b), regarding the ef-
fective dates of labeling requirements,
was unclear. This language has been re-
vised to clearly state that the labeling
requirements apply only to containers
packaged after the effective dateset forth
in each paragraph.

3. Several manufacturers inquired as
to the effective date of the sealing re-
quirements contained in Section 302.07.
This section shall be effective on May 1,
1971. Any manufacturer who cannot
comply on this effective date should file
a request for an exception under § 307.03,
including the date on which compliance
can be achieved.

COMMENTS AND OBJECTIONS TO PArT 303

1. Several manufacturers, including
Mallinckrodt Chemical Works and Wyeth
Laboratories, suggested that the Bureau
return to the quota system utilized under
the Narcotics Manufacturing Act of 1960.
The Director, after reviewing their com-
ments, realizes the system proposed prob-
ably will lead to lesser accuracy because
of longer range estimates, and more ad-
ministrative activity to revise quotas as
estimates are revised, than the former
system. The Director has concluded, how-
ever, that the advantages of setting
quotas in advance of the year in which
the quota is to become effective out-
weighs these disadvantages. The Direc-
tor anticipates that adjustments to this
system will be required as experience is
gained.

2., The American Medical Association
urged the Director to consult with recog-
nized medical and scientific authorities
in determining aggregate production

»

quotas. The Director will, under section
701(j) of the Act, receive the advice of
the Surgeon General of the United States
on these matters. In addition, the Direc-
tor anticipates consulting with other
members of the medical community in
individual cases in determining such
quotas.

3. Several manufacturers requested
changes in the procedures for fixing in-
dividual manufacturing quotas if the
proposed quota system were retained, in
order to make the adjustments necessary
when estimates are found to be wrong
and in order to accommodate special
production problems. The regulations
have been revised in light of their
suggestions.

COMMENTS AND OBJECTIONS TO ParT 304

1. The National Association of Chain
Drug Stores proposed that special per-
mission be allowed for central record
keeping., After discussions with this
group, the Bureau has revised § 304.04(a)
to permit, under certain conditions, keep-
ing of certain records at a central
Iocation.

2. Several manufacturers pointed out
that many labels still list weight in
avoirdupois units rather than metric
units. Section 304.15 was revised to per-
mit 1971 inventories to show avoirdupois
weight.

3. Many persons and organizations,
including the National Association of
Wholesale Druggists, the Pharmaceutical
Wholesalers Association, the National
Association of Retail Druggists, and the

" National Association of Chain Drug

Stores, objected to the inclusion on an
inventory of the total quantity of a sub-
stance in all forms in metric weight.
After receiving these objections, the
Director has concluded that the require-
ment is not necessary and § 304.15(c) (5)
has been deleted.

4, Many groups representing retail-
pharmacies urged that in taking an in-
ventory of substances listed in schedules
III, IV, and V, an estimated count should
satisfy. The Director has concluded that
the risk of error is small enough to per-
mit estimates when containers hold no
more than 1,000 tablets or capsules; il
larger containers, however, an exacl
count is still required.

5. Comments on the reporting require-
ments were received from the Pharma-
ceutical Manufacturers Association, the
Pharmaceutical Wholesalers Association,
and the National Wholesale Druggists
Association, as well as from other per-
sons, and certain changes were made
accordingly. The Director wishes to point
out that these requirements are intended
to continue existing reporting x'eqlllfe-
ments until a new system of reporting
that more fully accords with the Act c;m
be designed and implemented. It is antxc;
ipated that this will require 9 to 12
months and at that time §§ 304.31-304.35
will be replaced.

COMMENTS AND OBJECTIONS TO PART 305

1. An objection was led to the limita-
tion of authorized signatures on an order
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form. The purpose is to prevent un-
authorized persons from obtaining con-
trolled substances through the use of
order forms.
2. The Pharmaceutical Manufacturers
Association and Merck and Co., Inc., ob-
' jected to the 60-day validity limit on
order forms. The Director concluded that
although a problem might  exist, the
short time period should be tried. If
experience indicates that a significant
number of orders are. being invalidated
by this time limit, the Director, will re-
ceive requests for amendment to the rule.

COMMENTS AND OBJECTIONS TO PART 306.

1. The National Association of Retail
Druggists objected to the responsibility
placed upon a pharmacist under § 306,04
to determine the legitimacy of a pre-
seription. The language has been revised
to require knowledge.

2. Several pharmacy groups protested
the requirement under § 306.11(¢) (4)
that, if a doctor fails to provide an
authorization for emergency order as re-
quired, the pharmacist must so report to
the Bureau or be liable for dispensing a
substance in schedule IT without a writ-
ten prescription. The Director considered
the problems and concluded that only
this mechanism assures information to
the Bureau about doctors who refuse to
comply with the Act.

3. The American Pharmaceutical Asso-
ciation and the National Association of
Chain Drug Stores suggested that, in the
case of a partial filling of a schedule II
substance, the pharmacist notify the
doctor only when the remainder cannot
be filled, in order for the doctor to issue
& new preseription. The language was
revised accordingly.

4. All retail druggist associations urged
revision in the labeling requirements for
prescriptions set forth in §§ 306.14 and
306.23. In response, the Director has
had the requirements of inclusion of the
patient’s address and the doctor’s regis-
tration number deleted.

5. In response to a comment from the
National Association of Retail Druggists,
& definition of prescription was added
which covers all orders for imedication
except hospital orders (i.e., orders for
medication to be administered immedi-
ately and cannot be removed from the
hospital either by an out-patient or by an
n-patient being discharged). Sections
306.11, 306.21, and 306.31 were revised to
indicate that institutional practitioners
‘e.g, hospitals) can only dispense by pre-
seription or hospital order.

6. Several questions were asked about
the status of paregoric. This is a sched-
ule IIT substance which is not now a pre-
seription drug under tHe Food, Drug, and
Cosmetic Act and therefore not subject
to the prescription requirements of the
Confrolled Substances Act. Until such
lime as it becomes a prescription drug,
the Director has determined to treat it
@ the same manner as a schedule V
Substance. Section 306.32 has been
Tevised accordingly.

CoMMENTS AND OBJECTIONS TO PaARrRT 307

The Pharmaceutical Manufacturers
Association suggested substitution of
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some synonym for “‘disposal’” and elimi-
nation of restrictions on the destruction
of controlled substances set forth in
§§ 307.21 and 307.22. After considering
these suggestions, the Director has con-
cluded that “dispose” is the best word
and that the restrictions are necessary.
For persons who regularly destroy con-
trolled substance, the Director suggests
an application for an exception under
§ 307.03, including details of the proce-
dures followed and provisions for notice
to the Bureau.

COMMENTS AND OBJECTIONS TO PART 308

1. Several manufacturers, through the
Pharmaceutical Manufacturers Associa-
tion and individually, raised questions
conecerning the function of the Bureau
Controlled Substances Code Number.
Section 308.03 has been included to set
this forth.

2. Mallinckrodt Chemical Works
pointed out that the lack of language
in § 308.14(b) made it appear that salts
of schedule IV substances were in sched-
ule III. This has been corrected to elimi-
nate this confusion.

3. The Pharmaceutical Manufacturers
Association and Pfizer, Ine,, suggested
that no application be required under
§ 308.21 to exclude a substance from con-
trol under section 201(g) of the Act. The
Director has concluded that such a
change would create greater administra-
tive and legal difficulties in handling such
substances than the procedure proposed.

4. A number of manufacturers in-
quired about individual compounds ex-
cepted in § 308.32, This list contains only
some of the excepted compounds; those
previously excepted as being similar to
this list and not listed continue to be
expected.

COMMENTS AND OBJECTIONS TO PART 311

Several manufacturers objected
strongly to the proposed § 311.42 (b), (e).
The Director has reviewed their com-
ments carefully, as well as the comments
of the Antitrust Division of the Depart-
ment of Justice, and has discussed this
matter extensively with the firms con-
cerned. After considerable analysis, the
Director has concluded that the para-
graphs should be retained, with several
modifications that emphasize noncom-
petitive factors to be considered in reg-
istering an importer and other factors
that affect competition. The standards
set forth for determining the adequacy
of competition are not exclusive and
leave the Bureau with flexibility to con-
sider additional factors in special cases.
The factors enumerated, however, focus
attention on several of the most im-
portant measures of competitive per-
formance and are based' on well recog-
nized economic analysis. In particular,
the element of substantial differentials
between foreign and demestic prices is
included because foreign prices provide
the only marketplace yardstick avail-
able to appraise the efficiency of domestic
producers. Substaritial differentials, not
accounted for by particular factors (such
as cost of security requirements, imposed
by the Controlled Substances Act), evi-
dence of either excessive profits or inef-
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ficient operations, or both, and an ab-
sence of adequate competition among
domestic manufacturers.

The Director emphasized that the
Bureau, by adopting § 311.42, has no in-
tention of lowering its strict requirements
of security and safeguards against diver-
sion, and that any prospective importer
will be required to show that he main-
tains effective controls against diversion
throughout the process of importation.

COMMENTS AND OBJECTIONS TO PART 312.

1. The Pharmaceutical Manufacturers
Association suggested that alternative
ports of exportation in different countries
be permitted in applications for import
permits under § 312.12(b). The purpose
of the permit is, in part, to inform the
government of the exporting country
that importation is authorized; by hav-
ing more than one potential exporting
country listed, the notice to the export-
ing country is confusing.

2. The Pharmaceutical Manufacturers
Association also suggested that § 312.29
be revised to state that release of a
shipment to a bonded shipper was proof
of adequate security. The Director does
not believe that the needs of preventing
diversion of controlled substances can
be satisfied by a bond to pay in the event
of diversion. The burden remains on the
exporter to select a carrier that will
provide adequate security.

COMMENTS AND OBJECTIONS TO PART 316.

1. The American Medical Association
suggested that medical diagnosis and
therapy records be excluded from inspec-
tion under § 316.04. The Director is re-
viewing this request.

2. The American Medical Association
and the Pharmaceutical Manufacturers
Association suggested coordination be-
tween the Bureau and the Secretary of
Health, Education, and Welfare on juris-
-diction and procedures for granting con-
fidentiality to researchers under § 316.21.
The Bureau is discussing this maftter
with the Department of Health, Educa-
tion, and Welfare.

OTHER COMMENTS AND OBJECTIONS,

Numerous other objections and com-
ments were received, the majority of
which were valid and incorporated into
the regulations. Others resulted from
a misinterpretation of the language of
the proposed regulations, and in many
cases the language was revised to state
more clearly the intent of the Bureau.
In a few cases not discussed here the
Director did not accept the position of
the party.

The Director has instructed the Office
of Chief Counsél of the Bureau to reply
to each person who filed comments and
respond fully to his comments.

Therefore, under the authority vested
in the Attorney General by sections 201
(a), 201(g), 202(d), 301, 302(f), 304, 305,
306(1f), 307, 308, 501(b), 505, 507, 511, 513,
704(e), 705, 1002, 1003, 1004, 1006, 1007
(b), 1008(d), 1008(e), and 1015 of the
Comprehensive Drug Abuse Prevention
and Control Act of 1970 and redelegated
to the Director, Bureau of Narcotics and
Dangerous Drugs, by section 0.100 of

24, 1971




7778

Title 28 of the Code of Federal Regula-
tions, the Director hereby orders that
Parts 301, 302, 303, 305, 306, 307, 315,
316, 319, 320, and 330 of Title 21 of the
Code of Federal Regulations, and Parts
150, 151, and 152 of Title 26 of the Code
of Federal Regulations, be rescinded and
replaced with the following:

Part. 301—Registration of Manufacturers,
Distributors, and Dispensers of Controlled
Substances.,

Part 302—Labeling and Packaging Require-
ments for Controlled Substances.

Part 303—Quotas.

Part 304—Records and Reports of Regis-
trants,

Part 306—Order Forms.

Part 306—Prescriptions.

Part 307—Miscellaneous.

Part 308—Schedules of Controlled Sub-
stances.

Part 309—[Reserved |

Part 310—[Reserved]

Part 311—Registration of Importers and Ex-
porters of Controlled Substances.

Part 312—Importation and Exportation of
Controlled Substances.

Part 313—[Reserved]

Part 314—[Reserved|

Part 3156—[Reserved ]

Part 316—Administrative Functions, Prac-
tices, and Procedures.

PART 301—REGISTRATION OF MAN-
UFACTURERS, DISTRIBUTORS, AND
DISPENSERS OF CONTROLLED SUB-
STANCES

GENERAL INFORMATION
Sec.
801.01 Scope of Part 301.
301.02 Definitions.
301.03 Information; speclal instructions.

FEES FOR REGISTRATION AND REREGISTRATION

3801.11 Free amounts.

801.12 Time and method of payment;
refund.

301,13 Persons exempt from fee.

REQUIREMENTS FOR REGISTRATION

Persons required to register.

Separate registration for independ-
ent activities.

Separate registrations for separate
locations.,

Exemption of agents and employees;
affiliated practitioners.

Exemption of certain military and
other personnel.

Exemption of law enforcement offi-
clals.

Exemption of civil defense officials,

Registration regarding ocean vessels.

Registration regarding commercial
aircraft.

APPLICATIONS FOR REGISTRATION

301.21
301.22

301.23
301.24
301.25
301.26

301.27
301.28
301.29

301.31 Time for application for registration;
expiration date.

Application forms; contents; signa-
ture.

Application to manufacture a new
narcotic controlled substance.

Filing of application; joint filings.,

Acceptance for filing; defective ap=~
plications.

Additional information.

Amendments to and withdrawal of
applications.

ACTION ON APPLICATIONS FOR REGISTRATION:
REVOCATION OR SUSPENSION OF REGISTRATION
30141 Administrative review generally.

30142 Applications for research in sched-
ule I substances.

301.32
301.33

301.34
301.36

301.36
301.37
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Bec.

301.43 Applications for bulk manufacture of
schedule I and II substances.

Certificate of registration; denial of
reglstration,
Suspension: or revocation of reglstr
tion. y
Suspension of registration pending
final order.

Extension of registration pending
final order.

Order to show cause.

HEARINGS

301.44
30145
30146
301.47
30148
301.51
301.52

301.53
301.5%¢

Hearings generally.
Purpose of hearing.
Walver or modification of rules.
Request for hearing or appearance;
walver,
Burden of proof.
+»301.56 Time and place of hearing.
301.57 Pinal order.

MODIFICATION, TRANSFER AND TERMINATION OF
REGISTRATION

Modification in registration.
Termination of registration.
Transfer of registration.

SeCURITY CONTROLS

Securlty requirements generally.

[Reserved]

[Reserved]

Other security controls for none
practitioners.

Physieal security controls for prace
titloners.

Other security conirols for prace
titioners.

AursoRrTy: The provisions of this Part
301 issued under sees. 301, 302, 303, 304, 501
(b), 506, 507, 84 Stat, 1253, 1254, 1256, 1256,
1271, 1272, 1273; 21 U.S.C. 821, 822, 823, 824,
871(b), 875, 87T.

GENERAL INFORMATION

§ 301.01 Scope of Part 301.

Procedures governing the registration
of manufacturers, distributors, and dis-
pensers of controlled substances pursu-
ani to sections 301 through 304 of the
Act (21 US.C. 821-824) are set forth
generally by those sections and specifi-
cally by the sections of this part.

§ 301.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242;
21 U.S.C. 801) and/or the Controlled
Substances Import and Export Act (84
Stat, 1285; 21 U.S.C. 951).

(b) The term “basic class” means, as
to controlled substances listed in sched-
ules I and II: &

(1) each of the opiates, including its
isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers whenever the
existence of such isomers, esters, ethers,
and salts is possible within the specific
chemical designation, listed in § 308.11
(b) of this chapter;

(2) Each of the opium derivatives, in-
cluding its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers is pos-
sible within the specific chemical desig-
nation, listed in §308.11(c) of this
chapter;

(3) Each of the hallucinogenic sub-
stances, including its salts, isomers, and
salts of isomers whenever the existence
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301.61
301.62
301.63

301.71
301.72
301.73
301.74

301.75
301.76

of such salts, Isomers, and salts of iso.
mers is possible within the specific chem-
ical designation, listed in § 308.11(d) of
this chapter;

(4) Each of the following substances,
whether produced directly or indirectly
by extraction from substances of vege-
table origin, or independently by means
of chemical synthesis, or by a combina-

tion of extraction and chemical
synthesis:
(i) Opium, including raw opium,

opium extracts, opium fluid extracts,
powdered opium, granulated opium,
deodorized opium and tincture of opium;

(ii) Apomorphine;

(iii) Codeine;

(iv) Ethylmorphine;

(v) Hydrocodone;

(vi) Hydromorphone;

(vii) Metopon;

(viil) Morphine;

(ix) Oxycodone;

(x) Oxymorphone;

(xi) Thebaine;

(xii) Mixed alkaloids of opium listed
in § 308.12(b) (2) of this chapter;

(xiil) Cocaine; and

(xiv) Ecgonine;

(5) Each of the opiates, including its
isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers whenever the
existence of such isomers, esters, ethers,
and salts is possible within the specific
chemical designation, listed in § 308.12
(c) of this chapter; and

(6) Methamphetamine, including its
salts, isomers, and salts of isomers, when
contained in any injectable liquid.

(c) The term “Bureau’” means the
Bureau of Narcotics and Dangerous
Drugs.

(d) The term “Director” means the
Director of the Bureau, The Director
has been delegated authority under the
Act by the Attorney General (28 CFR
0.100).

(e) The term “hearing” means any
hearing held pursuant to this part for
the granting, denial, revocation, or sus-
pension of a registration pursuant to sec-
tions 303 and 304 of the Act (21 USC.
823-824) .

(f) The term “person” includes any
individual, corporation, government or
governmental subdivision or agency,
business trust, partnership, association,
or other legal entity. 2

(g) The terms “register” and “regis-
tration” refer only to registration
required and permitted by section 303 of
the Act (21 U.S.C. 823).

(h) The term “registrant’ means any
person who is registered pursuant t0
either section 303 or section 1008 of the
Act (21 U.S.C. 823 or 958).

(1) Any term yot defined in this sec~
tion shall have the definition sef forth
in section 102 of the Act (21 U.S.C. 802).

§ 301.03 Information; special instruc-
tions.

Information regarding procedures
under these rules and instructions sup-
plementing these rules will be furnished
upon request by writing to the Registra-
tion Branch, Bureau of Narcotics and
Dangerous Drugs, Department of Justice,
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post Office Box 28083, Central Station,
washington, N.C. 20005.

FeES FOR REGISTRATION AND
REREGISTRATION

§301.11 Fee amounts.

(a) For each registration or reregis-
iration to manufacture controlled sub-
stances, the registrant shall pay a fee

0.
°f<§‘r§ For each registration or reregis-
ation to distribute controlled sub-
stances, the registrant shall pay a fee
of $25.

(2) For each registration or reregis-
tration to dispense, or to conduct re-
search or instructional activities with,
controlled substances listed in schedules
II through V, the registrant shall pay a
fee of $5.

(d) For each registration or reregis-
tration to conduct research or instruc-
tional activities with a controlled
substance listed in schedule I, the regis-
trant shall pay a fee of $5.

(e) For each registration or reregis-
tration fo conduect chemical analysis
with controlled substances listed in any
schedule, the registrant shall pay a fee
of $5.

§301.12 Time and method of payment;
refund.

Registration and reregistration fees
shall be paid at the time when the ap-
plication for registration or reregistra-
tion is submitted for filing. Payment
should be made in the form of a personal,
certified or cashier’s check or money
order made payable to “Bureau of Nar-
cotics and Dangerous Drugs.” Payments
made in the form of stamps, foreign cur-
rency, or third party endorsed checks
will not be accepted. In the event that
the application is not accepted for filing
or is denied, the payment shall be re-
funded to the applicant.

§301.13 Persons exempt from fee.

(a) The Director shall exempt from
payment of a fee for registration or re-
Tegistration the following persons:

(1) Any official or agency of the U.S.
Amy, Navy, Marine Corps, Air Force,
Coast Guard, Veterans’ Administration
or Public Health Service who is author-

to procure or purchase controlled
stbstances for official use: and
(2) Any official, employee, or other
avil officer or agency of the United
Statgs,_ of any State, or any political
subdivision or agency thereof, who is
authorized to purchase controlled sub-
stanpes. to obtain such substances from
official stocks, to dispense or administer
Such substances, to conduct research, in-
Structional activities, or chemical analy-
S8 with such substances, or any combi-
uation thereof, in the course of his offi-
cial duties or employment.
pa(b) In order to claim exemption from
tiosr'!ment of a registration or reregistra-
o lf»ee, the registrant shall have
pror)et,ed the certification on the ap-
mgg”ate application form, wherein the
i trant’s superior certifies to the
f 35 and address of the registrant and
¢ authority of the registrant to
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preclinical research (including quality
acquire, possess, or handle controlled
substances.

(c) Exemption from payment of a reg-
istration or reregistration fee does not
relieve the registrant of any other re-
guirements or duties prescribed by law.

REQUIREMENTS OF REGISTRATION
§ 301.21 Persons required to register.

Every person who manufactures, dis-
tributes, or dispenses any controlled sub-
stance or who proposes to engage in the
manufacture, distribution, or dispensing
of any controlled substance shall obtain
annually a registration unless exempted
by law or pursuant to §§ 301.24-301.27.
Only persons actually engaged in such
activities are required to obtain a regis-
tration; related or affiliated persons who
are not engaged in such activities are not
required to be registered. (For example,
a stockholder or parent corporation of
a corporation manufacturing controlled
substances is not required to obtain a
registration.)

§ 301.22 Separate registration for in-
dependent activities,

(a) The following eight groups of ac-
tivities are deemed to be independent of
each other:

(1) Manufacturing controlled sub-
stances;

(2) Distributing controlled substances;

(3) Dispensing narcotic and nonnar-
cotic, and conducting research with non-
narcotic, and conducting instruectional
activities with narcotic and nonnarcotic,
controlled substances listed in schedules
II through V;

(4) Conducting research with narcotic
controlled substances listed in schedules
II through V;

(5) Conducting research and instruc-
tional activities with controlled sub-
stances listed in schedule I;

(6) Conducting chemical anaysis with
controlled substances listed in any
schedule;

(T) Importing controlled substances;
and

(8) Exporting controlled substance
listed in schedules I through IV.

(b) Every person who engages in more
than one group of independent activities
shall obtain a separate registration for
each group of activities, except as pro-
vided in this paragraph. Any person,
when registered to engage in the group
of activities described in each subpara-
graph in this paragraph, shall be author-
ized to engage in the coincident activities
described in that subparagraph without
obtained a registration to engage in such
coincident activities, provided that, un-
less specifically exempted, he complies
with all requirements and duties pre-
seribed by law for persons registered to
engage in such coincident activities:

(1) A person registered to manufac-
ture or import any controlled substance
or basic class of controlled substance
shall be authorized to distribute that
substance or class, but no other sub-
stance or class which he is not registered
to manufacture or import;
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(2) A person registered to manufac-
ture any controlled substance listed in
schedules II through V shall be author-
ized to conduct chemical analysis and
control analysis) with narcotic and non-
narcotic controlled substances listed in
those schedules in which he is authorized
to manufacture;

(3). A person registered to conduct
research with a basic class of controlled
substance listed in schedule I shall be
authorized to manufacture such class if
and to the extent that such manufacture
is set forth in the research protocol filed
with the application for registration;

(4) A person registered to conduct
chemical analysis with controlled sub-
stances shall be authorized to manufac-
ture and import such substances for
analytical or instructional purposes, to
distribute such substances to other per-
sons registered to conduct chemical
analysis or instructional activities and
to persons exempted from registration
pursuant to § 301.26, to export such sub-
stances to persons in other countries
performing chemical analysis or enforc-
ing laws relating to controlled substances
or drugs in those countries, and to con-
duct instructional activities with con-
trolled substances; and

(5) A person registered to conduct
research with narcotic controlled sub-
stances listed in schedules IT through
V shall be authorized to conduct research
with nonnarcotic controlled substances
listed in schedules II through V.

(e) A single registration to engage in
any group of independent activities may
include either (1) one or more controlled
substances listed in schedules IT through
V or (2) one basic class of controlled
substance listed in schedule I, except
that a registration to conduct chemical
analysis may include more than one basic
class of confrolled substance listed in
schedule I and also include one or more
controlled substances listed in schedules
II through V.

§ 301.23 Separate registrations for sepa-
rate locations.

(a) A separate registration is required
for each principal place of business or
professional practice at one general phys-
ical location where controlled sub-
stances are manufactured, distributed,
or dispensed by a person.

(b) The following locations shall be
deemed not to be places where controlled
substances are manufactured, dis-
tributed, or dispensed:

(1) A warehouse where controlled sub-
stances are stored by or on behalf of a
registered person, unless such substances
are distributed directly from such ware-
house- to registrants other than the
registered person or to persons not re-
quired to register by virtue of subsection
302(c) (2) of the Act (21 US.C, 822(c)
2));

(2) An office used by agents of a reg-
istrant where sales of controlled sub-
stances are solicited, made, or super-
vised but which neither contains such
substances (other than substances for

display purposes or lawful distribution as
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samples only) nor serves as a distribu-
tion point for filling sales orders; and

(3) An office used by a practitioner
(who is registered at another location)
where controlled substances are pre-
sceribed but neither administered nor
otherwise dispensed as a regular part of
the professional practice of the practi-
tioner at such office, and where no sup-
plies of controlled substances are main-
tained.

§ 301.24 Exemption of agents and em-
ployees; affiliated practitioners.

The requirement of registration is
waived for any agent or employee of a
person who is registered to engage in any
group of independent activities, if such
agent or employee is acting in the usual
course of his business or employment.
An individual practitioner who is an
agent or employee of another practition-
er registered to dispense controlled sub-
stances may, when acting in the usual
course of his employment, administer
and dispense (other than by issuance
of prescription) controlled substances if
and to the extent that such individual
practitioner is authorized or permitted
to do so by the jurisdiction in which he
practices, under the registration of the
employee or principal practitioner in lieu
of being registered himself. (For exam-
ples, a pharmacist employed by a phar-
macy need not be registered individually
to fill a prescription for controlled sub-
stances if a pharmacy is so registered,
and a doctor employed by a hospital may
administer and dispense, but not issue
prescriptions for, controlled substances
to patients in the hospital if the hos-
pital is registered to dispense such
substances.)

§ 301.25 Exemption of certain military
and other personnel.

(a) The requirement of registration is
waived for any official of the U.S, Army,
Navy, Marine Corps, Air Force, Coast
Guard, or Public Health Service who is
authorized to prescribe, dispense, or ad-
minister, but not to procure or purchase,
controlled substances in the course of his
official duties. Such officials shall follow
procedures set forth in Part 306 of this
chapter egarding prescriptions, but
shall use the service identification num-
ber of the issuing official in lieu of the
registration number required on pre-
scription forms.

(b) If any official exempted by this
section also engages as a private in-
dividual in any activity or group of
activities for which registration is re-
quired, such official shall obtain a reg-
istration for such private activities.

§301.26 Exemption of
ment officials.

(a) The requirement of registration is

waived for the following persons in the

circumstances described in this section:

law enforce-

(1) Any officer or employee of the-

Bureau, any officer of the U.S. Bureau of
Customs, any officer or employee of the
United States Food and Drug Admin-

istration, and any other Federal officer
who is lawfully engaged in the enforce-
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ment of any Federal law relating to con-
trolled substances, drugs or customs, and
is duly authorized to possess controlled
substances in the course of his official
duties; and

(2) Any officer or employee of any
State, or any political subdivision or
agency thereof, who is engaged in the
enforcement of any State or local law
relating to controlled substances and is
duly authorized to possess controlled
substances in the course of his official
duties.

(b) Any official exempted by this sec-
tion may, when acting in the course of
his official duties, possess any controlled
substance and distribute any such sub-
stance to any other official who is also
exempted by this section and acting in
the course of his official duties;

(¢) Any official exempted by this sec-
tion may procure any controlled sub-
stance in the course of an inspection, in
accordance with § 316.03(d), or in the
course of any criminal investigation in-
volving the person from whom the sub-
stance was procured.

(d) In order to enable law enforce-
ment agency laboratories to obtain and
transfer controlled substances for use as
standards in chemical analysis, such lab-
oratories must obtain annually a regis-
tration to conduct chemecal analysis. Such
laboratories shall be exempted from pay-
ment of a fee for registration. Labora-
tory personnel, when acting in the scope
of their official duties, are deemed to be
officials exempted by this section and
within the activity described in sec-
tion 515(d) of the Act (21 U.S.C. 885(d) ),
For purposes of this paragraph, labora-
tory activities shall not include field or
other preliminary chemical tests by of-
ficials exempted by this section.

(e) Laboratories of the Bureau shall
obtain annually a registration to con-
duct chemical analysis in accordance
with paragraph (d) of this section. In ad-
dition to the activities authorized under
a registration to conduct chemical analy-
sis pursuant to § 301.22(b) (4), labora-
tories of the Bureau shall be authorized
to manufacture or import controlled sub-
stances for any lawful purpose, to dis-
tribute or export such substances to any
person, and to import and export such
substances in emergencies without re-
gard to the requirements of Part 312 of
this chapter if a report concerning the
importation or exportation is made to the
Distribution Audit Branch of the Bureau
within 30 days of such importation or ex-
portation.

§ 301.27 Exemption of civil defense

officials.
(a) The requirement of registration is

waived for any official of a civil defense

or disaster relief organization who, in
the course of his official duties, is au-
thorized to:

(1) Maintain, and distribute for such
maintenance, controlled substances held
for emergency use; or

(2) Procure controlled substances for
the purpose of maintaining supplies for
emergency use, provided that all of such

procurement is from the U.S. Generg
Services Administration and in accord-
ance with the rules of the U.S, Office of
Emergency Preparedness.

(b) The requirement of registration
is waived for any official of a civil defense
or disaster relief organization during g
state of emergency or disaster within his
jurisdiction proclaimed by the President
or by a concurrent resolution of the Con-
gress, which official, in the course of his
official duties, during such emergency or
disaster, is authorized to:

(1) Dispense controlled substances: or

(2) Procure or distribute controlled
substances, provided that all such pro-
curement is on a special “Civil Defense
Emergency Order Form,” as described in
this section.

(¢) Civil Defense Emergency Order
Forms shall be furnished by the US.
Office of Emergency Preparedness and
will contain the name of the civil defense
or disaster relief organization. Such
forms may be used and are valid only
during a state of emergency or disaster
proclaimed by the President or by a con-
current resolution of the Congress for
the area in which the organization using
such forms has civil defense or disaster
relief jurisdiction, who shall state his
position and the nature and legal des-
ignation of the emergency or disaster
Such forms may be filled by any person
registered under the Act. The organiza-
tion shall, upon the execution of a Civil
Defense Emergency Order Form, be
deemed to be registered under the Act
for purposes of recordkeeping pursuant
to Part 304 of this chapter.

§ 301.28 Registration regarding ocean
vessels,

(a) Confrolled substances may be held
in medicine chests and dispensaries
maintained on board any vessel engaged
in international trade or in trade be-
tween ocean ports of the United States
(including a merchant vessel belonging
to the United States) if such substances
are purchased by and stored and dis-
pensed under the supervision of:

(1) The medical officer of the owner
of the vessel, which officer is (i) Either
(a) A physician licensed in a State 0r
(b) A retired commissioned medical offi-
cer of the U.S, Army, Navy, Air Force
Coast Guard, or Public Health Service
and (ii) Is registered under the Act; Or

(2) If no medical officer is employed
by the owner of such vessel, the master
of the vessel, who shall not, be registered
under the Act and who shall purchase
controlled substances only with the ap-
proval of, and upon special order forms
provided by, a commissioned medical
officer of the U.S. Public Health Service.

(b) A medical officer described I
paragraph (a) of this section shall ob-
tain registration at the location of _tl}e
principal office of the owner of the ves
sel, If he serves as the medical office!
for more than one owner of vessels, hi
shall obtain a separate registration at
the location of the principal office Or
each such owner. Any medical _ofﬁceu
shall, in addition to complying ,wwhr“
requirements and duties prescribed o
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registrants generally, prepare an an-
nual report as of the date on which his
registration expires, which report shall
give in detail an accounting for any con-
trolled substances purchased, dispensed
or disposed of during the year on behalf
of each owner by whom he is employed.
The medical officer shall maintain this
report with other records required to be
kept under the Act and, upon request,
deliver a copy of the report to the
Director. .

(¢) Owners of vessels described in
this section shall not be deemed to
possess or dispense any controlled sub-
stance purchased, stored and dispensed
in accordance with this section.

§301.29 Registration regarding com-
mercial aireraft.

(a) Controlled substances may be
held for stocking, and be maintained
in, medicine chests and first-aid packets
on board any aircraft operated by an
air carrier under a certificate or per-
mit issued pursuant to the Federal Avia-
tion Act of 1958 (49 U.S.C. 1301) if such
substances are purchased by and are
stored and dispensed under the super-
vision of the medical officer of the air
carrier, which officer is employed by such
air carrier and is registered as a dis-
penser under the Act. Any air carrier
which has more than one principal base
of operations and desires to have a med-
ical officer at each such base may, but
is not required to, designate more than
one medical officer.

(b) Any medical officer described in
this section shall, in addition to com-
plying with all requirements and duties
prescribed for registrants generally,
prepare an annual report as of the date
on which his registration expires, which
report shall give in detail an accounting
for any controlled substances purchased,
dispensed or disposed of during the year.
The medical officer shall maintain this
report with other records required to be
kept under the Act and, upon request,
deliver a copy of the report to the Di-
rector,

() Air carriers operating aircraft
described in this section shall not be
deemed to possess or dispense any con-
irolled substance purchased, stored and

?iiggensed in accordance with this sec-

APPLICATIONS FOR REGISTRATION

§301.3l_ Time for application for regis-
tration ; expiration date.

{a) Any person who is required to be
egistered and who is not so registered
“Nm)’ apply for registration at any time.

0 Derson required to be registered shall
fngﬁlxe in any activity for which regis-
Imuon 18 required until the application
OF registration is granted and Certifi-
tate of Registration is issued by the
Director to such person.

(b) Any person who is registered may
:"Dly to be reregistered not more than
0 days before the expiration date of his
tegistration,

(¢) At the time any person is first
;}?glstered. he shall be assigned to one

12 groups, which shall correspond
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to the months of the year. The expira-
tion date of the registrations of all per-
sons within any group will be the last day
of the month designated for that group.
In assigning any person to a group, the
Bureau may select a group the expira-
tion date of which is less than 1 year
from the date such person was registered.
If the person is assigned to a group which
has an expiration date less than 3 months
from the date on which the person is
registered, the registration shall not ex-
pire untjl 1 year from that expiration
date; in all other cases, the registration
shall expire on the expiration date first
following the date on which the person
is registered.

§ 301.32 Application forms; contents;
signature.

(a) If any person is required to be
registered, and is not so registered and
is applying for registration:

(1) To manufacture or distribute con-
trolled substances, he shall apply on
BND Form 225;

(2) To dispense narcotic or nonnar-
cotie, or to conduct research with non-
narcotic, or to conduct instructional
activities with narcotic or nonnarcotie,
controlled substances listed in schedules
II through V, he shall apply on BND
Form 224;

(3) To conduct research with narcotic
controlled substances listed in schedules
II through V, he shall apply on BND
Form 225;

(4) To conduct research with a con-
trolled substance listed in schedule I,
he shall apply on BND Form 225, with
three copies of a research protocol de-
scribing the research project attached to
the form;

(5) To conduect instructional activities
with a controlled substance listed in
schedule I, he shall apply as a researcher
on BND Form 225 with two copies of a
statement describing the nature, extent,
and duration of such instructional ac-
tivities attached to the form; and

(6) To conduct chemical analysis with
controlled substances listed in any sched-
ule, he shall apply on BND Form 225.

(b) If any person is registered and is
applying for reregistration:

(1) To manufacture or distribute con-
trolled substances, he shall apply on
BND Form 227T;

(2) To dispense narcotic or nonnar-
cotie, or to conduct research with non-
narcotic, or to conduct instructional ac-
tivities with narcotic or nonnarcotic,
controlled substances listed in schedules
II through V, he shall apply on BND
Form 226;

(3) To conduct research with narcotic
controlled substances listed in schedules
II through V, he shall apply on BND
Form 227;

(4) To continue to conduct research
with a controlled substance listed in
schedule I under an approved research
protocol, he shall apply on BND Form
227;

(5) To continue to conduct instrue-
tional activities with controlled sub-
stance listed in schedule I under an ap-
proved instructional statement, he shall
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apply as a researcher on BND Form
227; and

(6) To conduct chemical analysis with
controlled substances listed in any sched-
ule, he shall apply on BND Form 227.

(¢) BND Forms 224 and 225 may be
obtained at any regional office of the
Bureau or by writing to the Registra-
tion Branch, Bureau of Narcotics and
Dangerous Drugs, Department of Jus-
tice, Post Office Box 28083, Central
Station, Washington, D.C. 20005. BND
Forms 226 and 227 will be mailed, as ap-
plicable, to each registered person ap-
proximately 60 days before the expira-
tion date of his registration; if any
registered person does not receive such
forms within 45 days before the expira-
tion date of his registration, he must
promptly give notice of such fact and
request such forms by writing to the
Registration Branch of the Bureau at
the foregoing address.

(d) Each application for registration
to handle any basic class of controlled
substancedisted in schedule I (except to
conduct chemical analysis with such
classes), and each application for reg-
istration to manufacture a basic class of
controlled substance listed in schedule
II, or to conduct research with any nar-
cotic controlled substance listed in sched-
ule II, shall include the Bureau Con-
trolled Substances Code Number, as set
forth in Part 308 of this chapter, for each
basic class or substance to be covered by
such registration.

(e) Each application shall include all
information called for in the form, un-
less the item is not applicable, in which
case this fact shall be indicated.

(f) Each application, attachment, or
other document filed as part of an appli-
cation, shall be signed by the applicant,
if an individual; by a partner of the ap-
plicant, if a partnership; or by an officer
of the applicant, if a corporation, corpo-
rate division, association, trust or other
entity. Another person may be author-
ized to sign for the applicant, if proof of
suthority (e.g., general power of attor-
ney) accompanies the application. —

§ 301.33 Application 1o manufacture a
new narcotic controlled substance.

Any application for registration to
manufacture a narcotic controlled sub-
stance subject to section 505 of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 355) after May 1, 1971, where the
manufacturing process involves chemical
synthesis (whether from narcotic ma-
terials or not) shall be accompanied by
an outline of the process of synthesis on
BND Form 130, identifying the sub-
stances from which the substance is to be
made and the substances resulting from
each successive stage of the process and
indicating in each instance whether the
substance is isolated and weighed or
measured or remains in solution in a
continuing process of manufacture. The
applicant need not disclose any technical
detail of the process which he regards as
a trade secret (including temperature,
pressure, volume, and catalyst used to

aid the process), but must identify each
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substance used in or resulting from suc-
cessive stages of manufacture in order to
notify the Bureau of narcotic precursors
and byproducts. BND Form 130 will, if
requested by the applicant, be treated as
confidential and subject to the protec-
tion provided in section 402(a) (8) of the
Act (21 U.S.C. 842(a) (8)).

§ 301.34 Filing of application:
filings.

(a) All applications for registration
shall be submitted for filing to the Reg-
istration Branch, Bureau of Narcotics
and Dangerous Drugs, Department of
Justice, Post Office Box 28083, Central
Station, Washington, D.C. 20005. The ap-
propriate registration fee and any re-
quired attachments must accompany the
application.

(b) Any person required to obtain
more than one registration may sub-
mit all applications in one package. Each
application must be complete and should
not refer to any accompanying applica~
tion for required information.

§ 301.35 Acceptance for filing: defec-
tive applications.

(a) Applications submitted for filing
are dated upon receipt. If found to be
complete, the application will be ac-
cepted for filing. Applications failing to
comply with the requirements of this
part will not generally be accepted for
filing. In the case of minor defects as
to completeness, the Director may accept
the application for filing with a request
to the applicant for additional informa-
tion, A defective application will be re-
turned to the applicant within 10 days
following its receipt with a statement of
the reason for not accepting the applica~-
tion for filing. A defective application
may be corrected and resubmitted for
filing at any time; the Director shall ac-
cept for filing any application upon re-
submission by the applicant, whether
complete or not.

(b) Accepting an application for fil-
ing does not preclude any subsequent re-
quest for additional information pursu-
ant to §301.36 and has no bearing on
whether the application will be granted.

§ 301.36 Additional information.

The Director may require an appli-
cant to submit such documents or writ-
ten statements of fact relevant to the
application as he deems necessary to
determine whether the application
should be granted. The failure of the
applicant to provide such documents or
statements within a reasonable time
after being requested to do so shall be
deemed to be a waiver by the applicant
of an opportunity to present such docu-
ments or facts for consideration by the
Director in granting or denying the
application,

§301.37 Amendments to and withdrawal
of applications,

(a) An application may be amended
or withdrawn without permission of the
Director at any time before the date on
which the applicant receives an order to
show cause pursuant to § 301.48, or be-

joint
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fore the date on which a notice of hear-
ing on the application is published pur-
suant to § 301.43, whichever is sooner.
An application may be amended or with-
drawn with permission of the Director
at any time where good cause is shown
by the applicant or where the amend-
ment or withdrawal is in the public
interest.

(b) After an application has been ac-
cepted for filing, the request by the ap-
plicant that it be returned or the failure
of the applicant to respond to official
correspondence regarding the applica-
tion, when sent by registered or certified
mail, return receipt requested, shall be
deemed to be a withdrawal of the
application.

ACTION ON APPLICATIONS FOR REGISTRA-
TION: REVOCATION OR SUSPENSION OF
REGISTRATION

§301.41 Administrative
erally.

The Director may inspect, or cause to
be inspected, the establishment of an ap-
plicant or registrant, pursuant to Sub-
part A of Part 316 of this chapter.
The Director shall review the applica-
tion for registration and other informa-
tion gathered by the Bureau regarding
an applicant in order to determine
whether the applicable standards of sec-
tion 303 of the Act (21 U.S.C. 823) have
been met by the applicant.

§ 301.42 Applications for research in
schedule I substances.

(a) In the case of an application for
registration to conduct research with
controlled substances in schedule I, the
Director shall refer such application to
the Secretary, who shall determine the
qualifications and competency of the
applicant as well as the merits of the
research protocol. The Secretary, in de-
termining the merits of a research pro-
tocol, shall consult with the Director as
to effective procedures to safeguard ade-
quately against diversion of such con-
trolled substances from legitimate med-
ical or scientific use. If the Secretary
finds the applicant qualified and compe-
tent and the research protocol meritori-
ous and adequately safeguarded, he shall
so notify the Director, and the Director
shall register the applicant unless he
finds registration should be denied on
a ground specified in section 304(a) of
the Act (21 U.S.C. 824(a)).

(b) If the Secretary is unable to find
the applicant qualified or the Director
finds that grounds exist for the denial
of the application, the Director shall is-
sue an order to show cause pursuant fo
§ 301.48 and, if requested by the appli-
cant, hold a hearing on the application
pursuant to § 301.51. '

§ 301.43 Application for bulk manufac-
ture of schedule I and Il substances.

(a) In the case of an application for
registration or reregistration to manu-
facture in bulk a basic class of controlled
substance listed in schedule I or II, the
Director shall, upon the filing of such ap-
plication, publish in the FEDERAL REGISTER

a notice naming the applicant and stat-

review gen-

ing that such applicant has applied to be
registered as a bulk manufacturer of g
basic class of narcotic or nonnarcotic
controlled substance, which class shall be
identified. A copy of said notice shall be
mailed simultaneously to each perso
registered as a bulk manufacturer of that
basic class and fo any other applicant
therefor. Any such person may, within
30 days from the date of publication of
the notice in the FEpERAL REcister, file
with the Director written comments on
or objections to the issuance of the pro-
posed registration, and may, at the same
time, file a written request for a hearing
on the application. If a hearing s re-
quested, the Director shall hold a hearing
on the application pursuant to § 30151
Notice of the hearing shall be published
in the FeperalL REGISTER and shall be
mailed simultaneously to the applicant
and to all persons to whom notice of the
application was mailed. Notice of the
hearing shall contain a summary of all
comments and objections filed regarding
the application and shall state the time
and place for the hearing, which shall
not be less than 30 days after the date
of publication of such notice in the Feo-
ERAL REGISTER. A hearing pursuant to this
section may be consolidated with a hear-
ing held pursuant to § 301.44 or § 301.45,

(b) In order to provide adequate com-
petition, the Director shall not be re-
quired to limit the number of manu-
facturers in any basic class to a number
less than that consistent with mainte-
nance of effective controls against diver-
sion solely because a smaller number is
capable of producing an adequate and
uninterrupted supply.

(¢) This section shall not apply to the
manufacture of basic classes of con-
trolled substances listed in schedule I as
an incident to research authorized pur-
suant to § 301.42 or to the manufacture
of basic classes of controlled substances
listed in schedules I and II under a reg-
istration to conduct chemical analysis
with controlled substances.

§301.44 Certificate of registration: de-
nial of registration.

(a) The Director shall issue a Cer;xﬂ-
cate of Registration (BND Form 223) 10
an applicant if the issuance of registra-
tion or reregistration is required under
the applicable provisions of section 303
of the Act (21 U.S.C. 823). In the event
that the issuance of registration or reres
istration is not required, the Director
shall deny the application. Before
denying any application, the Director,
shall issue an order fo show cause pur
suant to § 301.48 and, if requested by the
applicant, shall hold a hearing on the
application pursuant to § 301.51.

(b) The Certificate of Registration
(BND Form 223) shall contain the nameé.
address, and registration number of the
registrant, the activity authorized by the
registration, the schedules and/or Bu-
reau Controlled Substances Code N umb8)r
(as set forth in Part 308 of this chapier
of the controlled substances which tgg
registrant is authorized to handle, & .
amount of fee paid (or exemption), an
the expiration date of the registration
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The registrant shall prominently display
the Certificate of Registration at the
registered location.

£301.45 Suspension or revocation of
registration.

(a) The Director may suspend any
registration pursuant to section 304(a)
of the Act (21 U.S.C. 824(a)) for any
period of time he defermines.

(b) The Director may revoke any
registration pursuant to section 304(a)
of the Act (21 U.S.C. 824(a)).

(¢c) Before revoking or suspending any
registration, the Director shall issue an
order to show cause pursuant to § 301.48
and, if requested by the registrant, shall
hold a hearing pursuant to § 301.51. Not-
withstanding the requirements of this
section, however, the Director may sus-
pend any registration pending a final
order pursuant to § 301.46,

(d) Upon service of the order of the
Director suspending or revoking registra-
tion, the registrant shall immediately
deliver his Certificate of Registration and
any order forms in his possession to the
nearest office of the Bureau. The sus-
pension or revocation of a registration
shall suspend or revoke any individual
manufacturing or procurement quota
fixed for the registrant pursuant to Part
303 of this chapter. Also, upon service
of the order of the Director revoking
registration, the registrant shall, as
instructed by the Director,

(1) Deliver all controlled substances
in his possession to the nearest office of
the Bureau or to authorized agents of
the Bureau; or

(2) Place all controlled substances in
his possession under seal as described in
section 304(f) of the Act (21 U.S.C.
824(f)) .

(e) In the event that revocation or
suspension is limited to a particular con-
trolled substance or substances, the
registrant shall be given a new Certifi-
cate of Registration for all substances
not affected by such revocation or sus-
bension; no fee shall be required to be
paid for the new Certificate of Registra-
tion, The registrant shall deliver the
old Certificate of Registration and, if
4bpropriate, any order forms in his
Possession to the nearest office of the
Bumgu. The suspension or revocation of
aregistration, when limited to a particu-
lar basic class or classes of controlled
sub§tances, shall suspend or revoke any
individual manufacturing or procure-
meny quota fixed for the registrant for
such class or classes pursuant to Part
303 of this chapter. Also, the registrant
shall, as instructed by the Director.

5 1) Deliver to the nearest office of the
BUIeau or to authorized agents of the
ureau all of the particular controlled
SUi?stance or substances affected by the
rey ocat_ion or suspension which are in his
Dossessmn; or
% '-12) Place all of such substances under
A a4l as described in section 304(f) of the
Act (21 US.C. 824(1) ).

g
330146 Suspension of registration
pending final order.

re"?' The Director may suspend any
gistration simultaneously with or at
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any time subsequent to the service upon
the registrant of an order to show cause
why such registration should not be re-
voked or suspended, in any case where
he finds that there is an imminent dan-
ger to the public health or safety. If the
Director so suspends, he shall serve with
the order to show cause pursuant to
§ 301.48 an order of immediate suspen-
sion which shall contain a statement of
his findings regarding the danger to pub-
lic health or safety.

(b) Upon service of the order of im-
mediate suspension, the registrant shall
promptly return his Certificate of Regis~
tration and any order forms in his
possession to the nearest office of the
Bureau. The suspension of any registra-
tion under this section shall suspend any
quota fixed for the registrant pursuant
to Part 303 of this chapter. Also, upon
service of the order of the Director im-
mediately suspending registration, the
registrant shall, as¢ instructed by the
Director.

(1) Deliver all affected controlled sub-
stances in his possession to the nearest
office of the Bureau or to authorized
agents of the Bureau; or

(2) Place all of such substances under
seal as deseribed in section 304(f) of the
Act (21 U.S.C. 824(f)),

(¢) Any suspension shall continue in
effect until the conclusion of all proceed-
ings upon the revocation or suspension,
including any judicial review thereof,
unless sooner withdrawn by the Director
or dissolved by a court of competent
jurisdiction. Any registrant whose regis-
tration is suspended under this section
may request a hearing on the revocation
or suspension of his registration at a
time earlier than specified in the order
to show cause pursuant to § 301.48, which
request shall be granted by the Director,
who shall fix a date for such hearing
as early as reasonably possible,

§ 301.47 Extension of registration pend-
ing final order.

In the event that an applicant for
reregistration (who is doing business un-
der a registration previously granted and
not revoked or suspended) has applied
for reregistration at least 45 days before
the date on which the existing registra-
tion is due to expire, and the Director has
issued no order on the application on the
date on which the existing registration is
due to expire, the existing registration of
the applicant shall automatically be ex-
tended and continue in effect until the
date on which the Director so issues his
order. The Director may extend any
other existing registration under the cir-
cumstances contemplated in this section
even though the registrant failed to apply
for reregistration at least 45 days before
expiration of the existing registration,
with or without request by the registrant,
if the Director finds that such extension
is not inconsistent with the public health
and safety.

§ 301.48 Order to show cause.

(a) If, upon examination of the ap-
plication for registration from any appli-
cant and other information gathered by
the Bureau regarding the applicant, the
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Director is unable to make the deter-
minations required by the applicable
provisions of section 303 of the Act (21
U.S.C. 823) to register the applicant, the
Direcfor shall serve upon the applicant
an order to show cause why the registra-
tion should not be denied.

(b) If, upon information gathered by
the Bureau regarding any registrant, the
Director determines that the registra-
tion of such registrant is subject to sus-
pension or revocation pursuant to sec-
tion 304 of the Act (21 U.S.C. 824), the
Director shall serve upon the registrant
an order to show cause why the registra-
tion should not be revoked or suspended.

(¢) The order to show cause shall call
upon the applicant or registrant to ap-
pear before the Director at a time and
place stated in the order, which shall
not be less than 30 days after the date
of receipt of the order. The order to show
cause shall also contain a statement of
the legal basis for such hearing and for
the denial, revocation, or suspension of
registration and a summary of the mat-
ters of fact and law asserted.

(d) Upon receipt of an order to show
cause, the applicant or registrant must,
if he desires a hearing, file a request for
a hearing pursuant to § 301.55. If a hear-
ing is requested, the Director shall hold
a hearing at the time and place stated
in the order, pursuant to § 301.51.

(e) When authorized by the Director,
any agent of the Bureau may serve the
order to show cause. 5

HEARINGS
§ 301.51 Hearings generally.

(a) In any case where the Director
shall hold a hearing on any registration
or application therefor, the procedures
for such hearing shall be governed gen-
erally by the adjudication procedures set
forth in the Administrative Procedure
Act (6 U.S.C. 551-559) and specifically
by sections 303 and 304 of the Act (21
U.S.C. 823-824), by §§ 301.52-301.57, and
by the procedures for administrative
hearings under the Act set forth in
§§ 316.41-316.67 of this chapter.

(b) Any hearing under this part shall
be independent of, and not in lieu of,
criminal prosecutions or other proceed-
ings under the Act or any other law of
the United States.

§ 301.52 Purpose of hearing.

If requested by a person entitled to a
hearing, the Director shall hold a hear-
ing for the purpose of receiving factual
evidence regarding the issues involved
in the denial, revocation, or suspension
of any registration, and the granting of
any application for registration to manu-
facture in bulk a basic class of controlled
substance listed in schedule I or II. Ex-
tensive argument should not be offered
into evidence but rather presented in
opening or closing statements of counsel
or in memoranda or proposed findings
of fact and conclusions of law.

§ 301.53 Waiver
rules.

The Director or the presiding officer
(with respect to matters pending before

or modification of
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him) may modify or waive any rule in
this part by notice in advance of the
hearing, if he determines that no party
in the hearing will be unduly prejudiced
and the ends of justice will thereby be
served. Such notice of modification or
waiver shall be made a part of the record
of the hearing.

§ 301.54 Request for hearing or appear-
ance; waiver.

(a) Any person entitled to a hearing
pursuant to §§ 301.42-301.45 and desir-
ing a hearing shall, within 30 days after
the date of receipt of the order to show
cause (or the date of publication of
notice of the application for registration
in the FeEpErAL REGISTER in the case of
§ 301.43), file with the Director a written
request for a hearing in the form pre-
sceribed in § 316.47 of this chapter.

(b) Any person entitled to and desir-
ing to participate in a hearing pursuant
to §301.43 and desiring to do so in the
form prescribed in § 316.48 of this chap-
ter. Any person filing a request for a
hearing need not also file a notice of ap-
pearance; the request for a hearing shall
be deemed to be a notice of appearance,
shall, within 30 days of the date of publi-
cation of notice of the hearing in the
FEDERAL REGISTER, file with the Director a
written notice of his intention to par-
ticipate in such hearing,

(c) Any person entitled to a hear-
ing or to participate in a hearing pur-
suant to §§301.42-301.45 may, within
the period permitted for filing a request
for a hearing or a notice of appearance,
file with the Director a waiver of an op-
portunity for a hearing or to participate
in a hearing, together with a written
statement regarding his position on the
matters of fact and law involved in such
hearing, Such statement, if admissible,
shall be made a part of the record and
shall be considered in light of the lack
of opportunity for cross-examination in
determining the weight to be attached
to matters of fact asserted therein.

(d) If any person entitled to a hear-
ing or to participate in a hearing pur-
suant to §§ 301.42-301.45 fails to file a
request for a hearing or a notice of
appearance, or if he so files and fails to
appear at the hearing, he shall be
deemed to have waived his opportunity
for the hearing or to participate in the
hearing, unless he shows good cause for
such failure,

(e) If all persons entitled to a hear-
ing or to participate in a hearing waive
or are deemed to waive their opportunity
for the hearing or to participate in the
hearing, the Director may cancel the
hearing, if scheduled, and issue his final
order pursuant to § 301,57 without a
hearing.

§301.55 Burden of proof.

(a) At any hearing on an application
to manufacture any controlled substance
listed in schedule I or II, the applicant
shall have the burden of proving that the
requirements for such registration pur-
suant to section 303(a) of the Act (21
U.S.C. 823(a)) are satisfiled. Any other
person participating in the hearing pur-
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suant to § 301.43 shall have the burden
of proving any propositions of fact or
law asserted by him irn the hearing.

(b) At any other hearing for the
denial of a registration, the Bureau shall
have the burden of proving that the re-
quirements for such registration pursu-
ant to section 303 of the Act (21 US.C.
823) are not satisfied.

(c) At any hearing for the revocation
or suspension of a registration, the Bu-
reau shall have the burden of proving
that the requirements for such revoca-
tion or suspension to section 304(a) of
the Act (21 U.S.C. 824(a)) are satisfied.

§301.56 Time and place of hearing.

The hearing will commence at the
place and time designated in the order to
show cause or notice of hearing published
in the FepEraL REGISTER (unless ex-
pedited pursuant to § 301.46(c)) but
thereafter it may be moved to a different
place and may be continued from day to
day or recessed to a later day without
notice other than announcement thereof
by the presiding officer at the hearing.

§ 301.57 Final order.

As soon as practicable after the presid-
ing officer has certified the record to the
Director, the Director shall issue his
order on the granting, denial, revocation,
or suspension of registration. In the
event that an application for registra-
tion to manufacture in bulk a basic class
of any controlled substance listed in
schedule I or II is granted, or any ap-
plication for registration is -denied, or
any registration is revoked or suspended,
the order shall include the findings of
fact and conclusions of law upon which
the order is based. The order shall
specify the date on which it shall take
effect. The Director shall serve one copy
of his order upon each party in the
hearing.

MODIFICATION, TRANSFER AND TERMINATION
OF REGISTRATION

§ 301.61 Modification in registration.

Any registrant may apply to modify his
registration to authorize the handling of
additional controlled substances by filing
an application in the same manner as an
application for new registration. No fee
shall be required to be paid for the modi-
fication. The application for modification
shall be handled in the same manner as
an application for registration.

§ 301.62 Termination of registration.

The registration of any person shall
terminate if and when such person dies,
ceases legal existence, discontinues busi-
ness or professional practice, or changes
his name or address as shown on the
certificate of registration. Any registrant
who ceases legal existence, discontinues
business or professional practice, or
changes his name or address as shown
on the Certificate of Registration shall
notify the Director promptly of such
fact. In the event of a change in name
or address, the person may apply for a
new Certificate of Registration in ad-
vance of the effective date of such

or storage areas constructed or utill

change by filing an application and pay-
ing the appropriate fee in the same man-
ner as an application for new registra-
tion. The application shall be handled in
the same manner as an application for
registration.

§ 301.63 Transfer of registration.

No registration or any authority con-
ferred thereby shall be assigned or other-
wise transferred except upon such con-
ditions as the Director may specifically
designate and then only pursuant to his
written consent.

SECURITY REQUIREMENTS

§ 301.71
ally.

(a) All applicants and registrants shall
provide effective controls and procedures
to guard against theft and diversion of
controlled substances. In order to deter-
mine whether a registrant has provided
effective controls against diversion, the
Director shall use the security require-
ment set forth in §§ 301.72-301.76 as
standards for the physical security con-
trols and operating procedures necessary
to prevent diversion. Substantial com-
pliance with these standards may be
deemed sufficient by the Director after
evaluation of the overall security system
and needs of the applicant or registrant.

(b) Physical security controls shall be
commensurate with the schedules and
quantity of controlled substances in the
possession of the registrant in normal
business operations. If a controlled sub-
stance is transferred to a different
schedule, or & noncontrolled substance is
listed on any schedule, or the quantity of
controlled substances in the possession
of the registrant in normal business op-
erations significantly inereases, physical
security controls shall be expanded and
extended accordingly.

(¢) All registrants who receive Of
transfer substantial quantities of con-
trolled substances in normal business 0p-
erations shall employ security procedures
to guard against in-transit losses.

(d) Physical security controls of per-
sons presently registered under the Har-
rison Narcotic Act or the Narcotics Man-
ufacturing Act of 1960 shall be deemed (0
comply substantially with the standards
set forth in §§ 301.72, 301.73, and 301.75
Provided, That the Bureau has previously
approved them. All such persons shall
notify the Burean before June 1, 1971,10-
dicating that prior Bureau approval Was
given and either describing the physical
security controls or, if such a description
has previously been filed with the Bu-
reau, stating that such description has
been so filed. Any new facilities or W?ég
by such persons for controlled substances,
which facilities or work or storage areas
have not been previously approved by the
Bureau, shall not necessarily be deemed
to comply substantially with thenst‘and-
ards set forth in §§301.72, 301.73, and
301.75, notwithstanding that such facil-
ities or work or storage areas have physt-
cal security controls similar to those
previously approved by the Bureau.

Security requirements gener-
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§301.72 [Reserved]
§301.73 [Reserved ]

§301.74 Other security controls for
nonpraclitioners.

(a) Before distributing a controlled
sibstance to any person who the regis-
irant does not know to be registered to
possess the controlled substance, the reg-
istrant shall make a good faith inquiry
cither with the Bureau or with the
appropriate State-controlled substances
registration agency, if any, to determine
that the person is registered to possess
the controlled substance.

(b) The registrant shall design and
operate a system to disclose to the reg-
istrant suspicious orders of controlled
substances. The registrant shall inform
the Regional Office of the Bureau in his
region of suspicious orders when discov-
ered by the registrant. Suspicious orders
include orders of unusual size, orders de-
viating substantially from a normal pat-
tern, and orders of unusual frequency.

(¢) The registrant shall notify the
Regional Office of the Bureau in his re-
gion of any theft or significant loss of
any controlled substances upon discovery
of such theft or loss. The registrant shall
also complete BND Form 106 regarding
such theft or loss.

(d) The registrant shall not distribute
any controlled substance as a compli-
mentary sample to any potential or cur-
rent customer (1) without the prior writ-
ten request of the customer, (2) to be
used only for satisfying the legitimate
medical needs of patients of the cus-
tomer, and (3) only in reasonable quan-
litles. Such request must contain the
name, address, and registration number
of the customer and the name of the
specific controlled substance desired, The
request .shall be preserved by the regis-
irant with other records of distribution
of controlled substances. In addition, the
fequirements of Part 305 of the chapter
shall be complied with for any distribu-
tion of a controlled substance listed in
Schedule I or II.

§301.75 _Physicul security controls for
practitioners.

‘a) Controlled substances listed in
schedules I and II shall be stored in a
securely locked, substantially constructed
cabinet,

Sd:b) Controlled substances listed in
g edules ITI, IV, and V shall be stored in
ooourely locked, substantially con-
Situcted cabinet. However, pharmacies
aﬂﬁ disperse such substances throughout
su: hstock of noncontrolled substances in
or ai a manner as to obstruct the theft
iversion of the controlled substances.
DO(I)CI This section shall also apply to
o bractitioners authorized to conduct
otheargh or chemical analysis under an-
er registration.

§301.76 Other security controls for
practitioners.

as(a) The registrant shall not employ
o c&n agent or employee who has access
h&solllltmued substances any person who
e ;'d an application for registration

€d, or has had his registration re-
Yoked, at any time,
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(b) The registrant shall notify the Re-
gional Office of the Bureau in his region
of the loss or theft of any controlled sub-
stances upon discovery of such loss or
theft. The registrant shall also complefe
BND Form 106 regarding such loss or
theft.

PART 302—LABELING AND PACKAG-
ING REQUIREMENTS FOR CON-
TROLLED SUBSTANCES

Sec,

302,01
302.02
302.03
302.04
302.05

Scope of Part 302.

Definitions,

Symbol required; exceptions.

Location and size of symbol on label.

Location and size of symbol on
labeling.

Effective dates of labeling require-
ments.

302.07 Sealing of controlled substances.
AvuTHORITY: The provisions of this Part 302

issued under secs. 301, 305, 501(b), 84 Stat.

1253, 1256, 1271; 21 U.S.C. 821, 825, 871(b).

§ 302.01 Scope of Part 302.

Requirements governing the labeling
and packaging of controlled substances
pursuant to section 305 of the Act (21
U.S.C. 825) are set forth generally by
that section and specifically by the sec-
tions of this part.

§ 302.02

As used in this part, the following
terms shall have the meanings specified:

(a) The term “commercial container”
means any bottle, jar, tube, ampule,
or other receptacle in which a substance
is held for distribution or dispensing to
an ultimate user, and in addition, any
box or package in which the receptacle
is held for distribution or dispensing to
an ultimate user. The term “commercial
container” does not include any package
liner, package insert or other material
kept with or within a commercial con-
tainer, nor any carton, crate, drug, or
other package in which commercial con-
tainers are stored or are used for ship-
ment of controlled substances.

(b) The term “label” means any dis-
play of written, printed, or graphic mat-
ter placed upon the commercial con-
tainer of any controlled substance by
any manufacturer of such substance.

(¢c) The term ‘labeling” means all
labels and other written, printed, or
graphic matter (1) upon any controlled
substance or any of its commercial con-
tainers or wrappers, or (2) accompany-
ing such controlled substance.

(d) The term “manufacture” means
the producing, preparation, propagation,
compounding, or processing of a drug or
other substance or the packaging or re-
packaging of such substance, or the
labeling or relabeling of the commercial
container of such substance, but does
not include the activities of a prac-
titioner who, as an incident to his admin-
istration or dispensing such substance in
the course of his professional practice,
prepares, compounds, packages or labels
such substance, The term “manufac-
turer” means a person who manufac-
tures a drug or other substance, whether
under a registration as a manufacturer
or under authority of registration as a
researcher or chemical analyst.

302.06

Definitions.
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(e) Any term not defined in this sec-
tion shall have the definition set forth
in section 102 of the Act (21 US.C. 802)
or §301.02 of this chapter.

§ 302,03 Symbol required: exceptions.

(a) Each commercial container of a
controlled substance (except for a con-
trolled substance excepted by the Direc-
tor pursuant to § 303.31 of this chapter)
shall have printed on the label the sym-
bol designating the schedule in which
such controlled substance is listed. Each
such commercial container, if it other-
wise has no label, must bear a label com-
plying with the requirement of this part.

(b) Each manufacturer shall print
upon the labeling of each controlled
substance distributed by him the sym-
bol designating the schedule in which
such controlled substance is listed.

(¢c) The following symbols shall desig-
nate the schedule corresponding thereto:

Schedule Symbol
<7 0T L0 {7 RGO M | (Tor c-X
Schedule Tl oo {Tor c-1I.
Schedule IIT.__ ... (or c-111,
Schedule IV.. - oooeme @ or c-1v.
Schedule Vooooooeeooooen &or c-V,

The word “schedule” need not be used.
No distinction need be made between
narcotic and nonnarcotic substances.

(d) The symbol is not required on a
carton or wrapper in which a commercial
confainer is held if the symbol is easily
legible through such carton or wrapper.

(e) The symbol is not required on a
commercial container too small or other-
wise unable to accommodate a label, if
the symbol is printed on the box or pack-
age from which the commercial contain-
er is removed upon dispensing to an
ultimate user.

(f) The symbol is not required on a
commercial container containing, or on
the labeling of, a controlled substance
being utilized in clinical research in-
volving blind and double blind studies.

(g) The symbol is not required on a
commercial container containing, or on
the labelling of, a controlled substance
intended for export from the United
States.

§ 302.04
label.

Location and size of symbol on

(a) The symbol shall be prominently
located on the right upper corner of the
principal panel of the label of the com-
mercial container and/or the panel of
the commercial container normally dis-
played to dispensers of any controlled
substance listed in schedules I through
V. The symbol must be at least two
times as large as the largest type other-
wise printed on the label.

(b) In lieu of lccating the symbol in
the corner of the label, as prescribed in
paragraph (a) of this section, the sym-
bol may be overprinted on the label, in
which case the symbol must be printed
at least one-half the height of the label
and in a contrasting color providing
clear visibility against the background
color of the label.
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(¢) In all cases the symbol shall be

RULES AND REGULATIONS

INDIVIDUAL MANUFACTURING QUOTAS

clear and large enough to afford easy’ Se¢

identification of the schedule of the con-
trolled substance upon inspection without
removal from the dispenser’s shelf,

§ 302.05 Location and size of symbol on
labeling.

The symbol shall be prominently lo-
cated on all labeling other than labels
covered by § 302.04, In all cases the sym-
bol shall be clear and large enough to
afford prompt identification of the
controlled substance upon inspection of
the labeling.

§ 302.06 Effective dates of labeling re-
quirements.

(a) All labels on commercial con-
tainers of, and all labeling of, a con-
trolled substance which is listed in any
schedule on May 1, 1971, and which is
packaged after December 1, 1971, shall
comply with the requirements of § 302.03.

(b) All labels on commercial con-
tainers of, and all labeling of, a con-
trolled substance which either is listed
in any schedule on May 1, 1971, and
thereafter transferred to another sched~
ule or is added to any schedule after
May 1, 1971, and which is packaged more
than 180 days following the date on
which the transfer or addition becomes
effective, shall comply with the require-
ments of § 302.03.

(¢) The Director may, in the case of
any controlled substance, require com-
pliance with the requirements of § 302.03
within a period of time shorter than re-
quired by this section if he finds that
public health or safety necessitate an
earlier effective date.

(d) Until compliance is required un-
der this section, the label on commercial
container containing, and the labeling of,
any controlled substance shall comply
with any requirements under Federal law
as to labels of such containers and as to
labeling of such substances existing prior
to the effective date prescribed in this
section.

§ 302.07 Sealing of

stances.

(a) On each bottle, multiple dose vial,
or other commercial container of any
controlled substance listed in schedules
I and/or II, and of any narcotic con-
trolled substance listed in schedule IIL
or IV, there shall be securely affixed to
the stopper, cap, lid, covering, or wrap-
per or such container a seal to disclose
upon inspection any tampering or open-
ing of the container. 3

(b) Any seal accepted for use under
Federal law prior to May 1, 1971, shall
be deemed acceptable for use under this
section.

sub-

controlled
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AvursHorrrYy: The provisions of this Part
303 issued under secs. 301, 306, 501(b), 84
Stat. 1253, 1257, 1258, 1271; 21 U.S.C. 821,
826, 871(b).

GENERAL INFORMATION
§ 303.01 Scope of Part 303.

Procedures governing the establish-
ment of production and manufacturing
quotas on basic classes of controlled sub-
stances listed in schedules I and II pur~
suant to section 306 of the Act (21 U.S.C.
826) are governed generally by that sec-
tion and specifically by the sections of
this part.

§ 303.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “hearing” means any
hearing held pursuant to this part re-
garding the determination of aggregate
production quota or the issuance, adjust-
ment, suspension, or denial of & procure~
ment quota or an individual manufac-
turing quotas.

(b) The term “inventory” means all
factory and branch stocks in finished
form of a basic class of controlled sub-
stance manufactured or otherwise ac-
quired by a registrant, whether in bulk,
commercial containers, or confained in
pharmaceutical preparations in the pos-
session of the registrant (including
stocks held by the registrant under sep-
arate registration as a manufacturer,
importer, exporter, or distributor),

(¢) The term “net disposal” means
the quantity of a basic class of con-
trolled substance sold, exchanged, given
away, used in the production of another
substance (whether a controlled sub-
stance or not), contained in or combined
with other substances, or otherwise con-
sumed by or transferred to another per-
son by the registrant during a stated pe-
riod, less the quantity returned to the
registrant by any purchaser and the
quantity sold or transferred by the regis-
trant to another registered manufacturer
of the same basic class of controlled
substance.

(d) The term “registrant’” means any
person registered pursuant to section
303 of the Act (21 U.S.C. 823),

303.31
303.32
303.33
303.34

303.35
303.36
303.37

‘and reasonable grounds are showI

(e) Any term not defined in this sec-
tion shall have the definition set forth
in section 102 of the Act (21 U.S.C, 802)
and § 301.02 of this chapter.

AGGREGATE PRODUCTION AND PROCUREMENT
QuoTAs

§303.11 Aggregate production quotas.

(a) The Director shall, on or before
May 1 of each year, determine the total
quantity of each basic class of controlled
substance listed in schedule I or II neces-
sary to be manufactured during the
following ecalendar year to provide for
the estimated medical, scientific, re-
search and industrial needs of the United
States, for lawful export requirements,
and for the establishment and mainte-
nance of reserve stocks.

(b) In making his determinations, the
Director shall consider the following
factors:

(1) Total net disposal of the class by
all manufacturers during the current
and 2 preceding years;

(2) Trends in the national rate of net
disposal of the class;

(3) Total actual (or estimated) Inven-
tories of the class and of all substances
manufactured from the class, and trends
in inventory accumulation;

(4) Projected demand for such class
as indicated by procurement quotas re-
quested pursuant to § 303.12; and

(5) Other factors affecting medical,
scientific, research, and industrial needs
in the United States and lawful export
requirements, as the Director finds
relevant, including changes in the cur-
rently accepted medical use in treatment
with the class or the substances which
are manufactured from it, the economic
and physical availability of raw materials
for use in manufacturing and for inven-
tory purposes, yield and stability prob-
lems, potential disruptions to production
(including possible labor strikes), and
recent unforeseen emergencies such as
floods and fires.

(¢c) The Director shall, on or beforé
May 1 of each year, publish in the Feo-
ERAL REGISTER general notice of an
aggregate production quota for any basic
class determined by him under this sec-
tion. A copy of notice shall be mailed
simultaneously to each person registered
as a bulk manufacturer of the basiC
class. Any interested person may, withil
30 days from the date of publication of
the notice, request a hearing on the ag-
gregate production quota by filing With
the Director a written request for a hc:ur;
ing in the form prescribed in § 316 0l
this chapter. If a hearing is reques:ffi
ny, Lo
Director shall hold a public hearing 02
the aggregate production quota for the
basic class. Notice of the hearing shall be
published in the FEDERAL REGISTER ﬂ;
least 30 days prior to the hearing an
mailed simultaneously to all persons ©
whom the notice of the determumtlor}
of the aggregate production quota W&
mailed.,
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£303.12 Procurement quotas.

(a) In order to determine the esti-
mated needs for, and to insure an ade-
quate and uninterrupted supply of, basic
dasses of controlled substances listed in
schedules I and II (except raw opium)
the Director shall issue procurement
quotas authorizing persons to procure
and use quantities of each basic class of
such substances for the purpose of man-
nfacturing such class into dosage forms
or into other substances.

(b) Any person who is registered to
manufacture controlled substances listed
in any schedule and who desires to use
during the next calendar year any basic
class of controlled substances listed in
schedule I or II (except raw opium) for
purposes of manufacturing, shall apply
on BND Form 194 for a procurement
quota for such basic class. A separate
application must be made for each basic
class desired to be procured or used. The
applicant shall state whether he intends
fo manufacture the basic class himself
or purchase it from another manufac-
turer, The applicant shall state separ-
stely each purpose for which the basic
dass is desired, the quantity desired for
that purpose during the next calendar
yvear, and the quantities used and esti-
mated to be used, if any, for that purpose
during the current and preceding 2 cal-
endar years, If the purpose is to manu-
facture the basic class into dosage form,
the applicant shall state the official
name, common or usual name, chemical
name, or brand name of that form. If the
burpose is to manufacture another sub-
stance, the applicant shall state the of-
flcial name, common or wusual name,
themical name, or brand name of the
Substance, and, if a controlled substance
listed in any schedule, the schedule num-
ber and Bureau Controlled Substances
Code Number, as set forth in Part 308
of this chapter, of the substance. If the
burpose is to manufacture another basic
class of controlled substance listed in
Schedule T or IT, the applicant shall also
slate the quantity of the other basic
tlass which the applicant has applied to
manufacture pursuant to § 303.22 and
the quantity of the first basic class nec-
fsary to manufacture a specified unit
of the second basic class. BND Form 250
shall be filed on or before April 1 of the
ear preceding the calendar year for
which the procurement quota is being
&plied, Copies of BND Form 250 may
% abtained from, and shall be filed with,
e Distribution Audit Branch, Bureau
of Narcotics and Dangerous Drugs, De-
ggsrgr;xent of Justice, Washington, D.C.

Ju;m The Director shall, on or before
¥ 10f the year preceding the calendar
Zg" during which the quota shall be
mectwe, issue to each qualified appli-
m“t 4 procurement quota authorizing
"_" 0 procure and use:
" ri’ All quantities of such class neces-
o to manufacture all quantities of
Stanr basic classes of controlled sub-
e ves listed in schedules I and IT which
fa applicant is authorized to manu-
¢ture pursuant to § 303.23; and

RULES AND REGULATIONS

(2) Such other quantities of such class
as the applicant has applied to procure
and use and are consistent with his past
use, his estimated needs, and the total
quantity of such class that will be
produced.

(d) Any person to whom a procure-
ment quota has been issued may at any
time request an adjustment in the quota
by applying to the Director with a state-
ment showing the need for the adjust-
ment. The Director shall increase or
decrease the procurement quota of such
person as and to the extent that he finds,
after considering the factors enumerated
in paragraph (c¢) of this section and any
occurrences since the issuance of the
procurement quota, that the need
justifies an adjustment.

(e) The following persons need not
obtain a procurement quota:

(1) Any person who is registered to
manufacture a basic class of controlled
substance listed in schedule I or II and
who uses all of the quantity he manu-
factures in the manufacture of a sub-
stance not controlled under the Act;

(2) Any person who is registered to
conduct chemical analysis with con-
trolled substances; and

(3) Any person who is registered to
conduct research with a basic class of
controlled substance listed in schedule
I and who is authorized to manufacture
a quantity of such class pursuant to
§ 301.22(b) (3) of this chapter.

INDIVIDUAL MANUFACTURING QUOTAS

§ 303.21 Individual manufacturing
quotas.

(a) The Director shall, on or before
July 1 of each year, fix for and issue to
each person who is registered to manu-
facture a basic class of controlled sub-
stance listed in schedule I or II, and who
applies for a manufacturing quota, an
individual manufacturing quotfa author-
izing that person to manufacture during
the riext calendar year a quantity of that
basic class. Any manufacturing quota
fixed and issued by the Director shall be
subject to his authority to reduce or
limit it at a later date pursuant to
§ 303.26 and to his authority to revoke or
suspend it at any time pursuant to
§§ 301.45 and 301.46 of this chapter. -

(b) No individual manufacturing
quota shall be required for registrants
listed in § 303.12(e).

§ 303.22 Procedure for applying for
manufacturing quetas,

Any person who is registered to manu-
facture any basic class of controlled sub-
stance listed in schedule I or II and who
desires to manufacture a quantity of
such class shall apply on BND Form 189
for a manufacturing quota for such
quantity of such class, Copies of BND
Form 189 may be obtained from, and
shall be filed (on or before May 1 of the
year preceding the calendar year for
which the manufacturing quota is being
applied) with, the Distribution Audit
Branch, Bureau of Narcotics and Dan-
gerous Drugs, Department of Justice,
Washington, D.C. 20537, A separate ap-
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plication must be made for each basic
class desired to be manufactured. The
applicant shall state:

(a) The name and Bureau Controlled
Substances Code Number as set forth in
Part 308 of this chapter, of the basic
class.

(b) For the basic class in each of the
current and preceding 2 calendar years,

(1) The authorized manufacturing
quota, if any;

(2) The actual or estimated net dis-
posal;

(3) The actual or estimated inventory
allowance pursuant to § 303.24; and

(4) The actual or estimated inventory
as of December 31;

(c) For the basic class in the next
calendar year,

(1) The desired manufacturing quota}
and

(2) Any additional factors which the
applicant finds relevant to the fixing of
his manufacturing quota, including the
trend of (and recent changes in) his
and the national rates of net disposal,
his production cycle and current inven-
tory position, the economic and physical
availability of raw materials for use in
manufacturing and for inventory pur-
poses, yield and stability problems,
potential disruptions to production (in-
cluding possible labor strikes) and re-
cent unforeseen emergencies such as
floods and fires.

§ 303.23 Procedure for fixing individual

manufacturing quotas,

(a) In fixing individual manufactur-
ing quotas for a basic class of controlled
substance listed in schedule I or II, the
Director shall allocate to each applicant
who is currently manufacturing such
class a quota equal to 100 percent of the
estimated net disposal of that applicant
for the next calendar year, adjusted (1)
By the amount necessary to increase or
reduce the estimated inventory of the
applicant on December 31 of the current
yvear to his estimated inventory allow-
ance for the next calendar year, pursu-
ant to §303.24, and (2) By any other
factors which the Director deems rele-
vant to the fixing of the individual
manufacturing quota of the applicant,
including the trend of (and recent
changes in) his -and the national rates
of mnet disposal, his production ecycle
and current inventory position, the eco-
nomic and physical availability of raw
materials for use in manufacturing and
for inventory purposes, yield and sta-
bility problems, potential disruptions to
production (including possible labor
strikes), and recent unforeseen emer-
gencies such as floods and fires.

(b) In fixing individual manufactur-
ing quotas for a basic class of controlled
substance listed in schedule I or II, the
Director shall allocate to each applicant
who is not currently manufacturing such
class a quota equal to 100 percent
of the reasonably estimated net disposal
of that applicant for the next calendar
year, as determined by the Director, ad-
justed (1) By the amount necessary to
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provide the applicant his estimated in-
ventory allowance for the next calendar
year, pursuant to §303.24, and (2) By
any ofher factors which the Director
deems relevant to the fixing of the indi-
vidual manufacturing quota of the ap-
plicant, including the trend of (and
recent changes in) the national rate of
net disposal, his production cycle and
current inventory position, the economic
and physical availability of raw ma-
terials for use in manufacturing and for
inventory purposes, yield and stability
problems, potential disruptions to pro-
duction (including possible labor
strikes), and recent unforeseen emer-
gencies such as floods and fires.

(¢) The Director shall, on or before
January 31 of each year, adjust the indi-
widual manufacturing quota allocated
for that year to each applicant in par-
agraph (a) of this section by the amount
necessary to increase or reduce the ac-
tual inventory of the applicant to De-
cember 31 of the preceding year to his
estimated inventory allowance for the
current calendar year, pursuant to
§ 303.24.

§ 303.24

(a) For the purpose of determining
individual manufacturing quotas pur-
suant to § 303.23, each registered manu-
facturer shall be allowed as a part of
such quota an amount sufficient to main-
tain an inventory equal to,

(1) For current manufacturers, 50
percent of his average estimated net dis-
posal for the current calendar year and
the last preceding calendar year; or

(2) For new manufacturers, 50 per-
cent of his reasonably estimated net dis-
posal for the next calendar year as
determined by the Director,

(b) During each calendar year each
registered manufacturer shall be allowed
to maintain an inventory of a basic class
not exceeding 65 percent of his estimated
net disposal of that class for that year,
as determined at the time his quota for
that year was determined. At any time
the inventory of a basic class held by a
manufacturer_exceeds 65 percent of his
estimated net disposal, his quota for that
class is automatically suspended and
shall remain suspended until his inven-
tory is less than 60 percent of his esti-
mated net disposal. The Director may,
upon application and for good cause
shown, permit a manufacturer whose
quota is, or is likely to be, suspended
pursuant to this paragraph to continue
manufacturing and to accumulate an in-
ventory in excess of 65 percent of his
estimated net disposal, upon such con-
ditions and within such limitations as
the Director may find necessary or
desirable.

(¢) If, during a calendar year, a regis-
trant has manufactured the entire quan-
tity of a basic class allocated to him
under a manufacturing quota, and his
inventory of that class is less than 40
percent of his estimated net disposal of
that class for that year, the Director
may, upon application pursuant to
§ 303.25, increase the quota of such regis-
trant sufficiently to allow restoration of

Inventory allowance.

FEDERAL
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the inventory to 50 percent of the esti-
mated net disposal for that year,

§ 303.25 Increase in individual manu-
facturing quotas.

(a) Any registrant who holds an in-
dividual manufacturing quota for a basic
class of controlled substance listed in
schedule I or II may file with the Direc-
tor an application on Bureau Form 189
for an increase in such quota in order
for him to meet his estimated net dis-
posal, inventory and other requirements
during the remainder of such calendar
year. ‘

(b) The Director, in passing upon a
registrant’s application for an increase
in his individual manufacturing quota
shall take into consideration any oe-
currences since the filing of such
registrant’s initial quota application
that may require an increased manufac-
turing rate by such registrant during the
balance of the calendar year. In passing
upon such application the Director may
also take into consideration the amount,
if any, by which his determination of the
total quantity for the basic class of con-
trolled substance to be manufactured
under § 303.11 exceeds the aggregate of
all the individual mahufacturing quotas
for the basic class of controlled sub-
stance, and the equitable distribution of
such excess among other registrants.

§ 303.26 Reduetion in individual manu-
facturing quotas.

The Director may at any time reduce
an individual manufacturing quota for
a basic class of controlled substance
listed in schedule I or II which he has
previously fixed in order to prevent the
aggregate of the individual manufactur-
ing quotas outstanding or to be granted
from exceeding the aggregate production
quota which has been established for that
class pursuant to §303.11. If a quota
assigned to a new manufacturer pursu-
ant to § 303.23(b), or if a quota assigned
“to any manufacturer is increased pursu-
ant to § 303.24(¢), or if an import permit
issued to an importer pursuant to Part
312 of this chapter, causes the total
quantity of a basic class to be manufac-
tured and imported during the year to
exceed the aggregate production quota
which has been established for that class
pursuant to §303.11, the Director may
proportionately reduce the individual
manufacturing quotas of all other regis-
trants to keep the aggregate production
quota within the limits originally es-
tablished, or, alternatively, the Director
may reduce the individual manufactur-
ing quota of any registrant whose gquota
is suspended pursuant to § 303.24(bh) or
§ 301.45 or § 301.46 of this chapter, or is
abandoned pursuant to § 303.27.

§ 303.27 Abandonment of quota.

Any manufacturing assigned an indi-
vidual manufacturing quota for any
basic class pursuant to § 303.23 may at
any time abandon his right to manufac-
ture all or any part of such quota by
filing with the Distribution Audit Branch
a written notice of such abandonment,
stating the Bureau Controlled Substances

Code Number, as set forth in Part 308 of
this chapter, of the substance and the
amount which he has chosen not t
manufacture. The Director may, in his
discretion, allocate such amount among
the other manufacturers in proportion
to their respective quotas,

HEARINGS
§303.31 Hearings generally.

(a) In any case where the Director
shall hold a hearing regarding the de-
termination of an aggregate production
quota pursuant to § 303.11(c), the pro-
cedures for such hearing shall be gov-
ermed generally by the rule making
procedures set forth in the Administra-
tive Procedure Act (5 U.S.C. 551-539)
and specifically by section 306 of the Act
(21 US.C. 826), by §§ 303.32-303.37, and
by the procedures for administrative
hearings under the Act set forth in
§§ 316.41-316.67 of this chapter.

(b) In any case where the Director
shal]l hold a hearing regarding the issu-
ance, adjustment, suspension, or denial
of a procurement quota pursuant to
§ 303.12, or the issuance, adjustment,
suspension, or denial of an individual
manufacturing quota pursuant fo
§§ 303.21-303.27, the procedures for such
hearing shall be governed generally l;y
the adjudication procedures set forth in
the Administrative Procedures Act
(5 U.S.C. 551-559) and specifically by séc-
tion 306 of the Act (21 U.S.C. 826), by
§§ 303.32-303.37, and by the procedures
for administrative hearings under the
Act set forth in §§ 316.41-316.67 of this
chapter.

§ 303.32 Purpose of hearing.

(a) If requested by an interested per-
son who shows reasonable grounds
therefor, the Director shall hold a hear-
ing for the purpose of receiving factual
evidence regarding the issues involved
in the determination of any aggregale
production quota. .

(b) If requested by a person applying
for or holding a procurement quotd or
an individual manufacturing quota, the
Director shall hold a hearing for the pur-
pose of receiving factual evidence re
garding the issues involved in the issu
ance, adjustment, suspension, or denial
of such quota to such person, buf the
Director need not hold a hearing on the
suspension of a gquota pursuant to
§ 301.45 or § 301.46 of this chapter sep-
arate from a hearing on the suspension
of registration pursuant to thos
sections.

(¢) Extensive argument should not
be offered into evidence but rather pre=
sented in opening or closing statements
of counsel or in memoranda or proposee
findings of fact and conclusions of 1aw.

§ 303.33 Waiver or modification of rules.

The Director or the presiding oﬁ}ceg
(with respect to matters pending bm'ru
him) may modify or waive any rulé }le
this part by notice in advance of [rt‘
hearing, if he determines that no D& ‘)i'
in the hearing will be unduly preJudx'c:;e
and the ends of justice wﬂl.there;bs :
served. Such notice of modification 0
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waiver shall be made a part of the record
of the hearing.

§303.31 Request forhearing or appear-
ance; waiver,

(g) Any applicant or registrant who
desires & hearing” on the issuance, ad-
justment, suspension, or denial of his
procurement and/or individual manu-
{facturing quota shall, within 30 days
after the date of receipt of the issuance,
sdjustment, suspension, or denial of such
quota, file with the Director a written
request for a hearing in the form pre-
seribed in § 316.47 of this chapter.

(b) Any interested person who de-
sires to participate in a hearing on the
determination of an aggregate produc-
tion quota, which hearing is requested
pursuant to § 303.11(¢), shall, within 30
days of the date of publication of notice
of the hearing in the FEDERAL REGISTER,
file with the Director a written notice of
his intention to participate in such
hearing in the form prescribed in
§316.48 of this chapter. Any person filing
a request for a hearing need not also file
anotice of appearance; the request for a
hearing shall be deemed to be a notice of
appearance.

(¢) Any person entitled to a hearing
or to participate in a hearing pursuant
t0 §303.11(c), may, within the period
permitied for filing a request for a hear-
g or a notice of appearance, file with
the Director a waiver of an opportunity
for a hearing or to participate in a hear-
g, together with a written statement
regarding his position on the matters
of fact and law involved in such hearing.
Such statement, if admissible, shall_be
made a part of the record and shall
be considered in light of the lack of
9pportunity for cross-examination in de-
iemining the weight to be attached to
maiters of fact asserted therein.

(d) If any person entitled to a hear-
Ing or to participate in a hearing pur-
suant to § 303.11(c), fails to file a request
for a hearing or a notice of appearance,
O if he so files and fails to appear at
lhe hearing, he shall be deemed to have
Weived his opportunity for the hearing
1o participate in the hearing, unless

shows good cause for such failure.

(€) If all persons entitled to a hear-
ing or to participate in a hearing waive
?!' are deemed to waive their opportunity
Or the hearing or to participate in the
i aring, the Director may cancel the
caring, if scheduled, and issue his final
grder bursuant to §303.37 without a
earing;

§303.35 Burden of proof.

de;n) At any hearing regarding the
on ination of an aggregate produc-
-dUota, each interested person partic-
bii;t‘;ng In the hearing shall have the
= 0 of proving any propositions of
et or law asserted by him in the

ing,

(b) At any hearing regarding the
denialce.f adjustment, suspension, or
i Ol a procurement or individual
_ tactunng quota, the Bureau shall
ot he burden of proving that the re-
éments of this part for such issuance,
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adjustment, suspension, or denial are
satisfied.

§ 303.36 Time and place of hearing.

(a) If any applicant or registrant
requests a hearing on the issuance, ad-
justment, suspension, or denial of his
procurement and/or individual manufac-
turing quota pursuant to § 303.34, the
Director shall hold such hearing, Notice
of the hearing shall be given to the appli-
cant or registrant of the time and place
at least 30 days prior to the hearing,
unless the applicant or registrant waives
such notice and requests the hearing be
held at an earlier time, in which case
the Director shall fix a date for such
hearing as early as reasonably possible.

(b) The hearing will commence at the
place and time designated in the notice
given pursuant to paragraph (a) of this
section or in the notice of hearing pub-
lished in the FEDERAL REGISTER pursuant
to §303.11(c), but thereafter it may be
moved to a different place and may be
continued from day to day or recessed
to a later day without notice other than
announcement thereof by the presiding
officer at the hearing.

§ 303.37 Final order.

As soon as practicable after the pre-
siding officer has certified the record to
the Director, the Director shall issue his
order on the determination of the aggre-
gate production quota or on the issuance,
adjustment, suspension, or denial of the
procurement quota or individual manu-
facturing quota, as the case may be. The
order shall include the findings of fact
and conclusions of law upon which the
order is based. The order shall specify
the date on which it shall take effect.
The Director shall serve one copy of his
order upon each party in the hearing.

TRANSITIONAL REGULATIONS
§ 303.41 Quota system for 1971,

For purposes of fixing aggregate pro-
duction and individual manufacturing
quotas for basic classes of controlled sub-
stances listed in schedules I and II pur-
suant to section 306 of the Act (21 US.C.
326) for the calendar year 1971 only,
procedures for fixing quotas on narcotic
drugs prescribed in regulations in effect
prior to the effective date of this part
(ie., §§307.121-307.126 of this chapter)
shall be utilized.

§ 303.42 Quota system for 1972.

For purposes of fixing aggregate pro-
duction and individual manufacturing
quotas for basic classes of controlled sub-
stances listed in schedules I and II pur-
suant to section 306 of the Act (21 US.C.
326) for the calendar year 1972 only, ap-
plications required pursuant to §§ 303.12
(b) and 303.22 shall be filed no later than
September 1, 1971.

PART 304—RECORDS AND REPORTS
OF REGISTRANTS

GENERAL INFORMATION

Bec.
304.01 Scope of Part 304.
804.02 Definitions,
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Sec.

304.03 Persons required to keep records and
file k

Maintenance of records and inven-

tories.
INVENTORY REQUIREMENTS

General requirements for inventories.

Inltial inventory date.

Biennial inventory date.

Inventory date for newly controlled
substances.

Inventories of manufacturers.

Inventories of distributors.

Inventories of dispensers and re=-
searchers.

Inventories of importers and export-
ers.

Inventories for chemical analysts.

CONTINUING RECORDS

General requirements for continuing
records,

Records of manufacturers,

Records for distributors,

Records for dispensers and research-
ers.

304.04

304.11
304.12
304.13
304.14

304.15"
304.16
304.17

304.18
304.19

304.21

304.22
304.23
304.24

304.25
304.26
304.27

REPORTS

304.31 Reports from manufacturers and
importers.

Reports.of distributors and exporters.

Reports from manufacturers import-
ing oplum,

Reports of manufacturers Importing
medicinal coca leaves,

Reports from manufacturers import-
ing special coca leaves,

AvrHORITY: The provisions of this Part 304
issued under secs. 301, 304, 501(b), 1008(d),
1015, 84 Stat. 1253, 1258, 1250, 1271, 1289,
1291; U.S.C. 821, 824, 871(b), 958(d), 965.

GENERAL INFORMATION
§ 304.01 Scope of Part 304.

Inventory and other records and re-
ports required under section 307 or sec-
tion 1008(d) of the Act (21 U.S.C. 827
and 958(d) ) shall be in accordance with,
and contain the information required by,
those sections and by the sections of this
Part.

§ 304.02 Definitions.

As used in this Part, the following
terms shall have the meaning ified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat.
1285; 21 U.S.C.951),

(b) The term ‘“‘commercial container"”
means any bottle, jar, tube, ampule, or
other receptacle in which a substance is
held for distribution or dispensing to an
ultimate user, and in addition, any box
or package in which the receptacle is
held for distribution or dispensing to an
ultimate user. The term ‘‘commercial
container” does not include any package
liner, package insert of other material
kept with or within a commercial con-
tainer, nor any carton, crate, drug, or
other package in which commercial con-
tainers are stored or are used for
shipment of controlled substances.

(c) The term *‘dispenser” means an
individual practitioner, institutional
practitioner, pharmacy or pharmacist
who dispenses a controlled substance.

304.32
304,33

304.34
304.35
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(d) The term “individual practi-
tioner” means a physician, dentist, vet-
erinarian, or other individual licensed,
registered, or otherwise permitted, by
the United States or the jurisdiction in
which he practices, to dispense a con-
trolled substance in the course of pro-
fessional practice, but does not include
a pharmacist, a pharmacy, or an insti-
tutional practitioner.

(e) The term ‘institutional practi-
tioner” means a hospital or other person
(other than an individual) licensed, reg-
istered, or otherwise permitted, by the
United States or the jurisdiction in which
it practices, to dispense a controlled sub-
stance in the course of professional prac-
tice, but does not include a pharmacy.

(f) The term “name” means the offi-
cial name, common or usual name, chem-
ical name, or brand name of a substance.

(g) The term “pharmacist” means any
pharmacist licensed by a State to dis-
pense controlled substances, and shall
include any other person (e.g., pharma-
cist intern) authorized by a State to
dispense controlled substances under the
supervision of a pharmacist licensed by
such State.

(h) The term “readily retrievable”
means that certain records are kept by
automatic data processing systems or
other electronic or mechanized record-
keeping systems in such a manner that
they can be separated out from all other
records in a reasonable time and/or rec-
ords are kept on which certain items are
asterisked, redlined, or in some other
manner visually identifiable apart from
other items appearing on the records.

(i) Any term not defined in this sec-

tion shali have the definition set forth in

sections 102 and 1001 of the Act (21
U.S.C. 802 and 951) and in §§ 301.02 and
311.02 of this chapter.

§ 304.03 Persons required to keep rec-
ords and file reports.

(a) Each registrant shall maintain the
records and inventories and shall file
the reports required by this part, except
as exempted by this section.

(b) A registered individual practitioner
is not required to keep records with
respect to narcotic controlled substances
listed in schedules II through V which
he prescribes or administers in the lawful
course of his professional practice; he
shall keep records, however, with respect
to such substances that he dispenses
other than by prescribing or administer-
ing.

(¢) A registered individual practitioner
is not required to keep records with
respect to nonnarcotic controlled sub-
stances listed in schedules II through V
which he dispenses in any manner unless
he regularly charges his patients, either
separately or together with charges for
other professional services, for such sub-
stances so dispensed (e.g., when he sub-
stitutes his services for those of a
pharmacist) .

(d) A registered person using any con-
trolled substance in research conducted
in conformity with an exemption granted
under section 505() or 512(j) of the
Federal Food, Drug, and Cosmetic Act
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(21 U.S.C. 355(i) or 360b(j)) at a regis-
tered establishment which maintains
records in accordance with either of
those sections is not required to keep
records if he notifies the Bureau of the
name, address, and registration number
of the establishment maintaining such
records.

(e) A registered person using any con-
trolled substance in preclinical research
or in teaching at a registered establish-
ment which maintains records with re-
spect to such substances is not required
to keep records if he notifies the Bureau
of the name, address, and registration
number of the establishment maintain-
ing such records.

(f) Notice required by paragraphs (d)
and (e) of this section shall be given at
the time the person applies for regis-
tration or reregistration and shall be
made in the form of an attachment to the
application, which shall be filed with the
application.

§ 304.04 Maintenance of records and
inventories.

(a) Every inventory and other record
required to be kept under the Part shall
be kept by the registrant and be avail-
able, for at least 2 years from the date
of such inventory or record, for inspect-
ing and copying by authorized employees
of the Bureau, except that financial and
shipping records (such as invoices and
packing slips but not executed order
forms subject to § 305.13 of this chap-
ter) may be kept at a ceniral location,
rather than at the registered location,
if the registrant obtains from the Bureau
approved of his central recordkeeping
system and a permit to keep central
records. The central recordkeeping sys-
tem of any person whose system was
approved by the Bureau prior to May 1,
1971, shall continue to be approved under
this paragraph if such person satisfies
the Bureau by July 1, 1971, of such ap-
proval and applies for a permit to keep
central records. The permit to keep cen-
tral records shall be issued by the Bureau
to a registrant upon application if the
Bureau approves his central recordkeep-
ing system and shall be subject to the
following conditions:

(1) The permit shall specify the nature
of the records to be kept centrally and
the exact location where the records will
bhe kept;

(2) The registrant agrees to deliver all
or any part of such records to the reg-
istered location within 48 hours of receipt
of a written request from the Bureau
for such records and, if the Bureau
chooses to do so in lieu of requiring
delivery of such records to the registered
location, to allow authorized employees
of the Bureau to inspect such records at
the central location upon request by such
employees without a warrant of any
kind; and

(3) The failure of the registrant to
perform his agreements under the permit
shall revoke without further action by
the Bureau such permit and all other
such permits held by the registrant under
other registrations. In the event of a
revocation of other permits under this

subparagraph, the registrant sha)
within 30 days after such revocation
comply with the requirements of this sec-
tion that all records be kept at tpe
registered location.

(b) Each registered manufacturer, dis.
tributor, importer, and exporter shg)
maintain inventories and records of con-
trolled substances as follows:

(1) Inventories and records of cop-
trolled substances listed in schedules I
and II shall be maintained separately
from all of the records of the registrant:
and

(2) Inventories and records of con-
trolled substances listed in schedules Il
IV, and V shall be maintained either
separately from all other records of the
registrant or in such form that the in-
formation required is readily retrievable
from the ordinary business records of
the registrant.

(¢) Each registered individual practi-
tioner required to keep records and insti-
tutional practitioner shall maintain
inventories and records of controlled
substances in the manner prescribed in
paragraph (b) of this section.

(d) Each registered pharmacy shall
maintain the inventories and records of
controlled substances as follows:

(1) Inventories and records of all con-
trolled substances listed in schedules I
and II shall be maintained separately
from all other records of the pharmacy,
and prescriptions for such substances
shall be maintained in a separate pre-
seription file; and

(2) Inventories and records of cons
trolled substances listed in schedules III,
IV, and V shall be maintained either sep-
arately from all other records of the
pharmacy or in such form that the infor-
mation required is readily retrievable
from ordinary business records of the
pharmacy, and prescriptions for _such
substances shall be maintained either
in separate prescription file for cont lled
substances listed in schedules 111, IV, and
V only or in such form that they are read:
ily retrievable from the other prescrip-
tion records of the pharmacy. Prescrip-
tions will be deemed readily retrievable
if, at the time they are initially filed
the face of the preseription is stamped
in red ink in the lower right corner
with the letter “C” no less than 1-inch
high and filed either in the prescriptiot
file for controlled substances listed i
schedules I and II or in the usual ce}"
secutively numbered prescription file Iof
non-controlled substances.

INVENTORY REQUIREMENTS

§ 304.11 Gencral requirements for it
ventories.

(a) Each inventory shall contail a
complete and accurate record of all con=
trolled substances on hand on the qate
the inventory is taken. Controlled aub;
stances shall be deemed to be “on hand
if they are in the possession of or under
the control of the registrant, including
substances returned by a customer, su'b—
stances ordered by a customer but not ¥¢t
invoiced, substances stored in 2 ware(;
house on behalf of the registrant, 3%

FEDERAL REGISTER, VOL. 36, NO, 80—SATURDAY, APRIL 24, 1971

\




abstances in the possession of employees
of the registrant and intended for dis-
tribution as complimentary samples.

(h) A separate inventory shall be made
py & registrant for each registered lo-
cation. In the event controlled substances
in the possession or under the control
of the registrant at a location for which
he is not registered, the substances shall
be included in the inventory of the reg-
istered location to which they are subject
to control or to which the person pos-
wssing the substance is responsible.
Each inventory for a registered location
shall be kept at the registered location.

(¢) A separate inventory shall be made
by & registrant for each independent ac-
tivity for which he is registered, except
a provided in § 304.18.

(d) A registrant may take an in-
ventory on a date that is within 4 days
of his biennial inventory date pursu-
ant to § 304.13 if he notifies in advance
the Regional Director of the Bureau in
his region of the date on which he will
take the inventory. A registrant may
take an inventory either as of the open-
ing of business or as of the close of
business on the inventory date. The reg-
istrant shall indicate on the inventory
records whether the inventory is taken
85 of the opening or as of the close
of business and the date the inventory
is taken.

(e) An inventory must be maintained
ina written, typewritten or printed form.
An inventory taken by use of an oral
recp;g(ling device must be promptly tran-
seribed,

§304.12  Initial inventory date.

(a) Every person required to keep
records who is provisionally registered
on May 1, 1971, shall take an inventory
of all stocks of controlled substances on
hand on that date in accordance with
§130415-304.18, as applicable.

(b) Every person required to keep rec-
ords who is registered after May 1, 1971,
and who was not provisionally regis-
lered on that date, shall take an inven-
lory of all stocks of controlled substances
?n hand on the date he first engages in
it manufacture, distribution, or dis-
Pensing of controlled substances, in ac-

trdance with  §§ 304.15-304.18, as
applicable,

$304.13  Biennial inventory date.

Every 2 years following the date on
which the initia] inventory is taken by a
{fgm”mt pursuant to § 304.12, the regis-
'iRm shall take a new inventory of all
Stocks of controlled substances on hand.
- e t})}xenmal Inventory may be taken (a)
im’zit !9 day of the year on which the
s ‘.‘a”mv,entory was taken or (b) on the
. eiltét.‘e}nt.s regular general physical in-
o gn ‘date. if any, which is nearest to
o 9¢5 not vary by more than 6 months
Iﬁ.‘lse the biennial date that would other-
vhie ;‘)PDIY or (e) on any other fixed date
rrmﬁ does not; vary by more than 6
W‘oﬁl dls from the biennial date that
ety otherwise apply, If the registrant
i to take the biennial inventory on

te czular general physical inventory
the §' another fixed date, he shall notify

ureau of this election and of the

No. 80—pt, II—3
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date on which the biennial inventory will
be taken.

§ 304.14 Inventory date for newly con-
trolled substances.

On the effective date of a rule by the
Director pursuant to §§ 308.48, 308.49, or
308.50 of this chapter adding a substance
to any schedule of controlled substances,
which substance was, immediately prior
to that date, not listed on any such
schedule, every registrant required to
keep records who is manufacturing, dis-
tributing or dispensing that substance
shall take an inventory of all stocks of
the substance on hand. Thereafter such
substance shall be included in each in-
ventory made by the registrant pursuant
to § 304.13,

§ 304.15

Each registered manufacturer shall
include the following information in his
inventory:

(a) For each controlled substance in
bulk form to be used in (or capable of
use in) the manufacture of the same or
other controlled or non-controlled sub-
stances in finished form:

(1) The name of the substance; and

(2) The total quantity of the sub-
stance to the nearest metric unit weight
consistent with unit size (except that for
inventories made in 1971, avoirdupois
weights may be utilized where metric
weights are not readily available).

(b) For each controlled substance in
the process of manufacture on the in-
ventory date:

(1) The name of the substance;

(2) The quantity of the substance in
each batch and/or stage of manufacture,
identified by the batch number or other
appropriate identifying number;

(3) The physical form which the sub-
stance is to take upon completion of the
manufacturing process (e.g., granula-
tions, tablets, capsules, or solutions),
identified by the batch number or other
appropriate identifying number, and if
possible the finished form of the sub-
stance (e.g., 10-milligram tablet or 10-
milligram concentration per fluid ounce
or milliliter) and the number or volume
thereof; and

(c) For each controlled substance in
finished form:

(1) The name of the substance;

(2) Each finished form of the sub-
stance (e.g., 10-milligram tablet or 10-
milligram concentration per fluid ounce
or milliliter) ;

(3) The number of units or volume of
each finished form in each commercial
container (e.g., 100-tablet bottle or 3-
milliliter vial) ; and

(4) The number of commercial con-
tainers of each such finished form (e.g.
four 100-tablet bottles or six 3-milliliter
vials) .

(5) The total quantity of the sub-
stance in all forms to the nearest metric
unit weight.

(d) For each controlled substance not
included in paragraphs (a), (b) or (¢) of
this section (e.g., damaged, defective or
impure substances awaiting disposal,
substances held for quality control pur-

Inventories of manufacturers.
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poses, or substances maintained for ex-
temporaneous compoundings) :

(1) The name of the substance;

(2) The total quantity of the sub-
stance to the nearest metric unit weight
or the total number of units of finished
form; and

(3) The reason for the substance being
maintained by the registrant and
whether such substance is capable of use
in the manufacture of any controlled
substance in finished form.

§ 304.16 Inventories of distributors.

Each registered distributor shall
include in his inventory the same infor-
mation required of manufacturers pur-
suant to § 304.15 (¢) and (d).

§ 304.17 Inventories of dispensers and
researchers.

Each person registered to dispense or
conduct research with controlled sub-
stances and required to keep records
pursuant to § 304.03 shall include in his
inventory the same information required
of manufacturers pursuant to § 304.15 (c¢)
and (d). In determining the number of
units of each finished form of a
controlled substance in a commercial
container which has been opened, the
dispenser shall do as follows:

(a) If the substance is listed in sched-
ule I or II, he shall make an exact count
or measure of the contents; and

(b) If the substance is listed in
schedule IIT, IV, or V, he shall make an
estimated count or measure of the con-
tents, unless the container holds more
than 1,000 tablets or capsules in which
case he must make an exact count of the
contents.

§ 304.18 Inventories of importers and
exporiers.

Each registered importer or exporter
shall include in his inventory the same
information required of manufacturers
pursuant to §304.15 (a), (¢), and (d).
Each registered importer and exporter
who is also registered as a manufacturer
or as a distributor shall include in his
inventory as an importer or exporter
only those stocks of controlled substances
that are actually separated from his
stocks as a manufacturer or as a dis-
tributor (e.g., in transit or in storage for
shipment) .

§ 304.19
lysts.

Each analytical laboratory registered
to conduct chemical analysis with con-
trolled substances shall include in its
inventory the same information required
of manufacturers pursuant to § 305.15
(a), (e), and (d) as to substances which
have been manufactured, imported, or
received by the laboratory conducting
the inventory. If less than 1 kilogram of
any controlled substance (other than a
hallucinogenic controlled substance listed
in schedule I), or less than 20 grams
of a hallucinogenic substance listed in
schedule I (other than lysergic acid di-
ethylamide), or less than 0.5 gram of
lysergic acid diethylamide, is on hand at
the time of inventory, that substance

Inventories for chemieal ana-
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need not be included in the inventory.
Laboratories of the Bureau may possess
up to 150 grams of any hallucinogenic
substance in schedule I without regard
to a need for an inventory of those sub-
stances.

CONTINUING RECORDS

§ 304.21 General requirements for con-
tinuing records.

(a) On and after May 1, 1971, every
registrant required to keep records pur-
suant to § 304.03 shall maintain on a
current basis a complete and accurate
record of each such substance manufac-
tured, imported, received, sold, delivered,
exported, or otherwise disposed of by
him, except that no registrant shall be
required to maintain a perpetual
inventory.

(b) Separate records shall be main-
tained by a registrant for each registered
location except as provided in § 304.04(2).
In the event controlled substances are in
the possession or under the conirol of a
registrant at a location for which he is
not registered, the substances shall be
included in the records of the registered
location to which they are subject to
control or to which the person possessing
the substance is responsible.

(¢) Separate records shall be main-
tained by a registrant for each independ-
ent activity for which he is registered,
except as provided in § 304.25.

(d) In recording dates of receipt, im-
portation, distribution, exportation, or
other transfers, the date on which the
controlled substances are actually re-
ceived, imported, distributed, exported,
or otherwise transferred shall be used as
the date of receipt or distribution of any
documents of transfer (e.g., invoices or
packing slips).

§ 304.22 Records of manufacturers.

Each registered manufacturer shall
mainfain records with the following
information:

(a) For each controlled substance in
bulk form to be used, or capable of use
in, or being used in, the manufacture of
the same or other controlled or non-
controlled substances in finished form,

(1) The name of the substance;

(2) The quantity manufactured in
bulk form by the registrant, including
the date, quantity and batch or other
jdentifying number of each batch
manufactured;

(3) The quantity received from other
persons, including the date and quan-
tity of each receipt and the name, ad-
dress, and registration number of the
other person from whom the substance
was received;

(4) The quantity imported directly by
the registrant (under a registration as
an importer) for use in manufacture by
him, including the date, quantity, and
import permit or declaration number for
each importation;

(5) The quantity used to manufacture
the same substance in finished form,
including:

(i) The date and batch or other iden-
tifying number of each manufacture;

FEDERAL
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(iiy The
manufacture;

(iii) The finished form (e.g., 10-milli-
gram tablets or 10-milligram concen-
tration per fiuid ounce or milliliter) ;

(iv) The number of units of finished
form raanufactured;

(v) The quantity used
control;

(vi) The quantity lost during manu-
facturing and the causes therefor, if
known;

(vii) The total quantity of the sub-
stance contained in the finished form;

(vili) The theoretical and actual
vields; and

(ix) Such other information as is nec-
essary to account for all controlled sub-
stances used in the manufacturing
Process;

(6) The quantity used to manufacture
other controlled and noncontrolled sub-
stances, including the name of each sub-
stance manufactured and the informa-
tion required in subparagraph (5) of-this
paragraph;

(7) The quantity distributed in bulk
form to other persons, including the date
and quantity of each distribution and
the name, address, and registration num-
ber of each person to whom a distribu-
tion was made;

(8) The quantity exported directly by
the registrant (under a registration as
an exporter), including the date, quan-
tity, and export permit or declaration
number of each exportation;

(9) The quantity distributed or dis-~
posed of in any other manner by the reg-
istrant (e.g., by distribution of compli-
mentary samples or by destruction),
including the date and manner of distri-
bution or disposal, the name, address,
and registration number of the person to
whom distributed, and the guantity dis-
tributed or disposed.

(b) For each controlled substance in
finished form,

(1) Thename of the substance;

(2) Each finished form (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and the
number of units or volume of finished
form in each commercial container (e.g.,
100-tablet bottle or 3-milliliter vial);

(3) The number of containers of each
such commercial finished form manu-
factured from bulk form by the regis-
trant, including the information required
pursuant to subparagraph (5) of para-
graph (a) of this section;

(4) The number of units of finished
forms and/or commercial containers re-
ceived from other persons, including the
date of and number of units and/or com-
mercial containers in each receipt and
the name, address, and registration num-
ber of the person from whom the units
were received;

(5) The number of units of finished
forms and/or commercial containers im-
ported directly by the registrant (under
a registration as an importer), including
the date of and the number of units and
for commercial containers in each
importation;

quantity used in the

in quality

(6) The number of units and/or com.
mercial containers manufactured by the
registrant from units in finished form
received from others or imported
including:

(i) The date and batch or other iden-
tifying number of each manufacture;

(ii) The operation performed (eg,
repackaging or relabeling) ; ’

(iii) The number of units of finished
form used in the manufacture, the num-
ber manufactured and the number Jost
during manufacture, with the causes
therefor, if known; and

(iv) Such other information as is nec-
essary to account for all controlled sub-
stances used in the manufacturing
process;

(7) The number of commercial con-
tainers distributed to other persons, in-
cluding the date of and number of con-
tainers in each distribution, and the
name, address, and registration number
of the person to whom the containers
were distributed;

(8) The number of commercial con-
tainers exported directly by the regis-
trant (under a registration as an ex-
porter), including the date, number of
containers and export permit or declara-
tion number for each exportation; and

(9) The number of units of finished
forms and/or commercial containers dis-
tributed or disposed of in any other man-
ner by the registrant (e.z., by distribu-
tion of complimentary samples or by
destruction), including the date and
manner of distribution or disposal, the
name, address, and registration number
of the person to whom distributed, and
the quantity in finished form distributed
or disposed.

§ 304.23 Records for distributors.

Each registered distributor shall main-
tain records with the following informa-
tion for each controlled substance:

(a) The name of the substance: -

(b) Each finished form (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and the
number of units or volume of finished
form in each commereial container (€.£.
100-tablet bottle or 3-milliliter vial;

(¢c) The number of commercial coD-
tainers of each such finished form re
ceived from other persons, including the
date of and number of containers in eact
receipt and the name, address, and reg-
istration number of the person from
whom the containers were received:

(d) The number of commercial con-
tainers of each such finished form -
ported directly by the registrant wmgiez
a registration as an importer), including
the date of and the number of containes
in each importation; >

(e) The number of commercial con-
tainers of each such finished form dis-
tributed to other persons, including th*
date of and number of containers I wal:
distribution and the name, address, 32¢
registration number of the person 0
whom the containers were dist.nbutcd

(f) The number of commercial c0°
tainers of such finished form exporte”
directly by the registrant (under & 10:71{ :
tration as an exporter), including W€
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date of and the number of containers in
each exportation; and

{g) The number of units or volume
of finished forms and/or commercial
containers distributed or disposed of in
any other manner by the registrant
ez, by distribution as complimentary
samples) , including the date and manner
of distribution or disposal, the name,
address, and registration number of the
person to whom distributed, and the
quantity of the substance in finished
form distributed or disposed.

§304.24 Records for dispensers and
researchers,

Each person registered to dispense or
conduct research with controlled sub-
stances and required to keep records pur-
suant to § 304.03 shall maintain records
with the following information for each
confrolled substance:

(a) The name of the substance;

(b) Each finished form (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter) and the
number of units or volume of finished
form in each commercial container (e.g.,
100-tablet bottle or 3-milliliter vial) :

(¢) The number of commercial con-
tainers of each such finished form re-
ceived from other persons, including the
date of and number of containers in each
teceipt and the name, address, and reg-
Stration number of the person from
whom the containers were received;

(d) The number of units or volume of
such finished form dispensed, including
the name and address of the person to
Whom it was dispensed, the date of dis-
pensing, the number of units or volume
dispensed, and the written or typewritten
tame or initials of the individual who
dispensed or administered the substance
on behalf of the dispenser; and

(€) The number of units or volume
of such finished forms and/or commer-
cial containers disposed of in any other
mamner by the registrant, including the
date and manner of disposal and the
fuantity of the substance in finished
form disposed.

$304.25 Records for importers.

Each registered importer shall main-
t'am fecords with the following informa-
tion for each controlled substance:

‘&) The name of the substance;

(b) The quantity (or aumber of units
g‘r Yolume in finished form) imported, in-
ding the qate, quantity (or number
0f units or volume), and import permit
O declaration number for each im-
bortation :
or’c:' The quantity (or number of units
& Volume in finished form) distributed
u°th9r bersons, including the date and
g{ zntuy ‘or number of units or volume)
dfesa‘:h distribution and the name, ad-
Dersf; and registraplon number of each
and I to whom a distribution was made;

ou;g' The quantity disposed of in any
quanrufr}anner by the registrant (except
inmmtxes used in manufacturing by an
Wactyre. "Rd€T & registration as a man-
r%m_(ljm?r, Which quantities are to be

ed pursuant to § 304.22 ‘a) (4) or
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(b) (5)), including the date and manner
of disposal and the quantity disposed.

§ 304.26 Records of exporters.

Each registered exporter shall main-
tain records with the following informa-
tion for each controlled substance:

(a) The name of the substance:

(b) The quantity (or number of units
or volume in finished form) received
from other persons, including the date
and quantity (or number of units or
volume) of each receipt and the name,
address, and registration number of each
person from whom the substance was
received;

(e¢) The quantity (or number of units
or volume in finished form) exported, in-
cluding the date, quantity (or number
of units or volume), and the export per-
mit or declaration number for each ex-
portation, but excluding all quantities
(and numbers of units and volumes)
manufactured by an exporter under a
registration as a manufacturer, which
quantities (and numbers of units and
volumes) are to be recorded pursuant
to § 304.22 (a)(8) or (b)(8); and

(d) The quantity disposed of in any
other manner by the registrant, includ-
ing the date and manner of disposal and
the quantity disposed,

§ 304.27 Records for chemical analysis.

(a) Each person registered to conduct
chemical analysis with controlled sub-
stances shall maintain record. with the
following information (to the extent
known and reasonably ascertainable by
him) for each controlled substance:

(1) The name of the substance;

(2) The form or forms in which the
substance is received, imported, or man-
ufactured by the registrant (e.g., powder,
granulation, tablet, capsule, or solution)
and the concentration of the substance
in such form (e.g., C.P.,, US.P, N.F,, 10-
milligram tablet or 10-milligram concen-
tration per milliliter) ;

(3) The total number of the forms re-
ceived, imported or manufactured (e.g.,
100 tablets, thirty 1-milliliter vials, or
10 grams of powder), including the date
and quantity of each receipt, importa-
tion, or manufacture and the name, ad-
dress, and registration number, if any,
of the person from whom the substance
was received;

(4) The quantity distributed, exported,
or destroyed in any manner by the regis-
trant (except quantities used in chemical
analysis or other laboratory work), in-
cluding the date and manner of distri-
bution, exportation, or destruction, and
the name, address, and registration num-
ber, if any, of each person to whom the
substance was distributed or exported.

(b) Order forms, import and export
permits, import invoices, and export dec-
larations relating to controlled sub-
stances shall be maintained separately
from all other records of the registrant,

(c) Records of controlled substances
used in chemical analysis or other lab-
oratory work are not required.

(d) Records relating to known or sus-
pected controlled substances received as
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samples for analysis are not required
under paragraph (a) of this section.

REPORTS

§ 304.31 Reports from manufacturers
and importers,

(a) Each registered manufacturer and
registered importer shall submit a quar-
terly report (BND Form 234) account-
ing for all stocks of narcotic controlled
substances on hand at the beginning and
at the end of the quarter, and for all
receipts (BND Form 234a), dispositions
(BND Form 234b) , manufacturing (BND
Form 234c) and packaging (BND Form
234d), of such substances. The returns
shall be submitted to the Distribution
Audit Branch, Bureau of Narcoties and
Dangerous Drugs, Department of Jus-
tice, Washington, D.C. 20537, on or
before the 15th day of the month
succeeding the period for which it is
submitted.

(b) All narcotic controlled substances
received by a manufacturer or importer,
shall be recorded on Form 2344 in order
and at the time of receipt. Where record
on Form 234a cannot, for any good and
sufficient reason, be made immediately,
the manufacturer or importer shall have
available for inspection such invoices,
delivery or duplicate sales slips, or other
papers or records as may be required to
evidence any unrecorded purchase or
receipt.

(e¢) All dispositions of narcotic con-
trolled substances by a manufacturer or
importer, including exports, distributions,
and losses, shall be reported on BND
Form 234b. A separate sheet, properly
headed in the space provided, shall be
used for each different type of transe
action. On each sheet separate entries
shall be used to report dispositions of
each substance and of each different
type and size of container or unit in-
volved, All losses reported shall be fully
explained. The details of all exports and
all domestic distributions of narcotic
controlled substances shall be reported
in full on BND Form 234b, except that the
details of distributions of narcotic con-
trolled substances listed in schedules III,
IV, and V sold to practitioners shall be
included in summarized entries on BND
Form 234b. For all such distributions not
reported in detail the manufacturer shall
have available for inspection original
sales orders, delivery slips, or other
papers or records sufficient to fully evi-
dence and explain the dispositions.

(d) All narcotic controlled substances
used in the production of other drugs or
preparations, with the exception of
transactions involving original manu-
facture from raw opium or coca leaves,
shall be entered on BND Form 234c¢ in
the order and at the time they are placed
into the process of manufacture. All
narcotic controlled substances and pre-
parations produced therefrom shall be
entered on the same form, at the time of
production, which entry shall be clearly
identified with the entry of substances
used in their production. Where record of
“Used for Production” or “Production’
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cannot be made immediately the manu-
facturer shall have available such batech
tags, production orders, or other papers
as may be required to evidence any un-
recorded quantity used or produced. Any
loss in manufacture, and any recoverable
wastes salvaged from the manufacture
shall be reported. All such wastes shall
be returned to raw stock and included in
the report of raw materials on hand at
the end of the month, Any narcotic eon-
trolled substances actively in process of
manufacture at the end of the month
shall be so reporfed. Where substances
are placed in process during one quarter
and a portion of the production is re-
moved from process as finished goods
during the same quarter, the portion thus
removed from process shall be reported
“Produced” and the remainder reported
as “In process’’ at the close of the period.
Narcotic controlled substances placed in
process for the manufacture of narcotic
controlled substances listed in schedule V
shall be reported on a separate BND Form
234¢, on which the kind and quantity of
narcotic used and the name of the sub-
stance to be produced therefrom shall be
stated.

(e) All narcotic controlled substances,
either bulk finished goods or goods al-
ready packaged, which are used during
the quarter for packaging or repackaging
into commercial containers shall be re-
ported as credit entries in BND Form
234d, and in each instance clearly identi-
fied with the entry of substance used in
such packaging. A separate entry shall
be made for each different size of com-
mercial container produced, but all en-
tries representing a single packaging lot
shall be grouped together. The number of
commerecial containers of a given size
produced, the size of the commercial con-
tainer (indicating the number of pills,
tablets, ounces, ete.), the narcotic con-
trolled substance contained in each unit
in the commercial container, the total
narcotic controlled substance content of
each commercial container, and the ag-
gregate marcotic controlled substance
content of all commercial containers,
represented by the entry shall be indi-
cated. The recoverable wastes salvaged
from the packaging operation and the
losses in packaging shall be shown as
credit entries on the form. All recoverable
wastes reported during the quarter shall
be returned to raw stock and further
accounted for as raw mafterials. Any
goods actively in process of packaging at
the close of the quarter shall be so re-
ported, Where substances are placed in
process for packaging during one quarter
and a portion thereof are removed as
commercial containers, produced during
the same quarter, the portion thus re-
moved shall be reported as commercial
containers produced and the remainder
reported as in process at the end of the
quarter.

(f) Each manufacturer and importer
shall submit as & part of his fourth quar-
terly report (BND Form 234) an inven-
tory (BND Form 234e) of nareotic con-
trolled substances which are in his
possession on December 31 of each year,
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The substances shall be classified as
follows:

(1) Raw materials.

(2) Goods in process.

(3) Pinished bulk stock.

(4) Finished goods in marketable
commereial containers.

(5) Miseellaneous stock.

§ 304.32 Reports of distributors and ex-
porters.

(a) Every registered distributor and
registered exporter shall submit a
monthly report on BND Form 235 and its
supplements 235a and 235b accounting
for all transactions involving narcotic
controlled substances listed in schedules
I and II, including all receipts (BND
Form 235a) and dispositions (BND Form
234b). The report shall be submitted to
the Distribution Audit Branch, Bureau of
Narcotics and Dangerous Drugs, Depart-
ment of Justice, Washington, D.C. 20537,
on or before the 15th day of the month
succeeding that for whieh the return is
submitted.

(b) All narcotic controlled substances
received by & distributor or exporter
listed in schedules I and II shall be re-
corded on BND Form 2354 in order and at
the time of receipt. Where a record on
BND Form 235a cannot, for any good and
sufficient reason, be made immediately,
the distributor or exporter shall have
available for inspection such invoices, de-
livery or duplicate sales slips, or other
papers or records as may be required to
evidence any unrecorded purchase or
other receipt.

(¢) All dispositions of narcotic con-
trolled substances listed in schedules I
and II, including distributions, exports,
and losses, shall be reported on BND
Form 235b. A separate sheet, properly
headed in the space provided, shall be
used for each different type of transac-
tion. On each sheet separate entries shall
be made of dispositions of each substance
and of each different type and size of
container or unit involved. All losses re-
ported shall be fully explained.

(d) Each distributor and exporter
shall submit, as part of his fourth quar-
terly report on BND Form 235 and its
supplements, an inventory on BND Form
235¢ of narcotic controlled substances
listed in schedules I and IT which are in
his possession on December 31 of each
year. A separate entry shall be made for
each narcotic substance as follows:

(1) The name, quantity, and narcotic
content of the drug or preparation;

(2) The size of each commercial con-
tainer; and

(3) The number of commercial con-
tainers.

(e) The distributor shall report on
BND Form 235 a complete summary of
transactions for the month.

§ 304.33 Reports from manufacturers
importing opiun.

(a) Every manufacturer importing
crude opium shall submit, in addition to
the report on BND Form 234 and its sup-
plements, BND Form 247 and its supple~-
ments, 247a and 247b, accounting for the

importation and for all manufacturing
operations performed between imports.
tion and the production in bulk of fin-
ished marketable products, standard-
ized in accordance with the U.S. Pharms-
copeia, National Formulary, or othe
recognized medical standards. Subse-
quent manufacture from such produets,
including bottling or packaging opera-
tions, shall be aceounted for in the quar
terly returns on BND Form 234 and its
supplements. BND Form 247 and its sup-
plements shall be submitted quarterly to
the Distribution Audit Branch, Bureau of
Narcotics and Dangerous Drugs, Depart-
ment of Justice, Washington, D.C. 20537,
on or before the 15th day of the month
immediately following the period for
which it is submitted.

(b) The report of manufacture from
crude opium shall consist of summaries
(BND Forms 247 and 24Ta) with sup-
porting detail sheets (on BND Fom
247b) aceounting for original manufac-
ture from ecrude opium, production from
morphine for further manufacture and
production from manufacturing opium,
and also accounting for stocks of crude
opium, manufacturing opium, morphine
for further manufacture and other erude
alkaloids.

(¢) The detail sheets (BND Fom
247b) supporting the summary of origi
nal manufacture from crude opium shall
show separately the crude opium used
for the manufacture of opium tinctures
and extracts, ecrude opium used for the
extraction of alkaloids, crude opium used
for the manufacture of controlled sub-
stances listed in schedule V, and crude
opium used for the preduction of manu-
facturing opium; and shall show separ-
ately the medicinal opium, alkaloids and
salts, opium tinctures and extracts, con-
trolled substances listed in schedule A
and manufacturing opium produced.

(d) Importation of opium shall b
reported in summarized entries in the
debit summary of the quarterly report
({BND Form 234) and shall be immedi-
ately reported by similar summarized
entries in the credit summary of the
quarterly report (BND Form 234) 8
transferred to importing manufacturer?
report. Such importations shall further
be reported in summary (BND F‘or'nr;
247) and supporting detail sheets (BN
Form 247b). Products manufactured
therefrom shall be reported as produce
in accordance with paragraphs (b) 207
(c) of this section and, with the ex¢i”
tion of manufacturing opium, m°‘ph11] i
for further manufacture, and Of se
crude or unfinished alkaloids, shall\;D
transferred to the quarterly report (BX
Form 234) when reported producfd:um

(e) Upon importation of crude. ?pla :
samples will be selected and assays e/
by the importing manufacturer mthéd
manner and according to the me e
specified in the U.S. Pharmacopoem‘
These assays shall be accounted foxrk;-
terms of its anhydrous morphin€ 75
loid content. Where final assay 4218 =
not determined at the time of rende the
report, the report shall be made 0
basis of the best data available, SudIee
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to adjustment, and the necessary adjust-
ing entires shall be made on the next
report.

??) Upon withdrawal of crude opium
from customs custody, the importing
manufacturer shall assign to each con-
tainer an identification mark or number
by which the opium will be associated
with the lot assay and identified in
reports.

(g) Where factory procedure is such
that partial withdrawals of opium are
made from individual containers, there
shall be attached to each container a
stock record card on which shall be kept
a complete record of all withdrawals
therefrom.

(h) Opium products and derivatives
which are produced for exclusive use in
further manufacturing purposes shall be
reported produced when they come into
existence in that form in which they are
to be so used. Medicinal opium, mor-
phine and its salts, or other alkaloids or
derivatives produced exclusively for dis-
tribution shall be reported as produced
when manufacture has actually been
completed and the finished marketable
product ready for packaging and distri-
bution. Such products shall be regarded
a5 ready for packaging and distribu-
tion as soon as all processing other
than mere packaging has been com-
pleted. Medicinal opium, tinctures,
extracts, or other products manufactured
partly for distribution and partly for use
in further manufacture will be reported
produced as soon as manufacture is
complete and they are ready either for
use in further manufacture or for pack-
aging for distribution.

(i) Subject to § 303.24(c) of this chap-
ter, no accumulations of morphine or
other narcotic controlled substances in
their pure or near-pure states shall be
Permitted to remain inactively in proc-
&ss for an unreasonable time in light of
efficient industrial practices. All such
Drodt;ct.s nearing completion of their re-
fpective processes and approaching a
condition of purity shall be carefully pro-
tected, promptly completed, and imme-
diately transférred to finished stocks,
and reported as produced.

(J) In making conversions of opium
alkaloids and their salts to anhydrous
morphine the quantity of the particular
alkaloid or salt in avoirdupois ounces
shall be multipled by a conversion factor
arrived at by ascertaining the ratio, car-
tied to the fourth decimal place, between
the respective molecular weight of such
alkaloid or salt and the molecular weight
of anhydrous morphine (285.16), such
Weights being computed to the third
decimal place from the chemical formu-
1% of the substances and the atomic
iwnelgms of elements, as adopted by the

ternational Committee on Chemical

fments and published in the latest
edition of the US, Pharmacopoeia.

§30"-34. Reports of manufacturers im-
porting medicinal coca leaves.

(8) Every manufacturer importing
‘l:;ﬂ(‘oca leaves for the manufacture of
tio, cinal produets shall submit, in addi-

b to the report on BND Form 234 and
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its supplements, BND Form 168 and its
supplements, 168a and 168b, accounting
for the importation and for all manu~
facturing operations performed between
the importation and the manufacture of
bulk or finished products standardized in
accordance with U.,S. Pharmacopeia,
National Formulary, or other recognized
standards. Subsequent manufacture
from such products, including bottling
or packaging operations, shall be
accounted for in quarterly reports on
BND Form 234 and its supplements.
Reports on Form 168 and its supplements
shall be submitted quarterly to the Dis-
tribution Audit Branch, Bureau of Nar-
cotics and Dangerous Drugs, Depart-
ment of Justice, Washington, D.C. 20537,
on or before the 15th day of the month
immediately following the period for
which it is submitted.

(b) The report of manufacture from
medicinal coca leaves shall consist of
summaries (BND Forms 168 and 168a)
with supporting detail sheets (BND
Form 168b) accounting for original man-
ufacture from such leaves, conversions
or production from manufacturing coca
extracts, and also accounting for stocks
of raw coca leaves, manufacturing coca
extracts, and other crude coca alkaloids.

(e) The detail sheets (BND Form
168b) supporting the summary of origi-
nal manufacture from medicinal coca
leaves, shall show separately the coca
leaves used for the manufacture of man-
ufacturing coca extracts, coca leaves
used for the direct manufacture of mar-
ketable coca tinctures and extracts, and
coca leaves used for the extraction of
alkaloids, and shall show separately the
coca alkaloids and salts, coca tinctures
and extracts, and manufacturing coca
extracts produced.

(d) Importations of medicinal coca
leaves shall be reported in summarized
entries in the debit summary of the quar-
terly report (BND Form 234) and shall
be immediately reported by similar sum-
marized entries in the credit summary
of the quarterly report (BND Form 234)
as transferred to importing manufac-
turer's report. Such importations shall
further be reported in summary (BND
Form 168) and supporting detail sheets
(BND Form 168b). Products manufac-
tured therefrom shall be reported as
produced in accordance with paragraph
(h) of this section and, with the excep-
tion of manufacturing coca extracts,
residues or bases for further manufac-
ture, and other crude or unfinished al-
kaloids, shall be transferred to the
quarterly report (BND Form 234) when
reported produced.

(e) Upon importation of medicinal
coca leaves, samples will be selected and
assays made by the importing manufac-
turer in accordance with recognized
chemical procedures. These assays shall
form the basis of accounting for such
coca leaves, which shall be accounted for
in terms of their cocaine alkaloid con-
tent or equivalency or their total an-
hydrous coca alkaloid content. Where
final assay data is not determined at the
time of submitting the report, the report
shall be made on the basis of the best
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data available, subject to adjustment,
and the necessary adjusting entries shall
be made on the next report.

(f) Upon withdrawal of medicinal
coca leaves from customs custody, the
importing manufacturer shall assign to
each bale or container an identification
mark or number by which the coca leaves
will be associated with the lot assay and
identified in reports,

(g) Where factory procedure is such
that partial withdrawals of medicinal
coca leaves are made from individual
containers, there shall be attached to the
container a stock record card on which
shall be kept a complete record of with-
drawals therefrom.

(h) Manufacturing coca extracts shall
be reported as produced when they come
into existence in that form in which they
are intended for exclusive use in further
manufacture. Cocaine and its salts, ec-
gonine and its salts, or other alkaloids
or derivatives produced exclusively for
distribution shall be reported as pro-
duced when manufacture has actually
been completed and the finished mar-
ketable product is ready for packaging
and distribution. Such products shall be
regarded as ready for packaging and dis-
tribution as soon as all processing other
than mere packaging has been com-
pleted. Tinctures, extracts, or other
products manufactured partly for dis-
tribution and partly for use in further
manufacture shall be reported produced
as soon as manufacture is complete and
they are ready either for use in further
manufacture or for packaging for
distribution.

(1) No accumulations of cocaine or
ecgonine or other narcotic controlled
substances in their pure or near-pure
states shall be permitfed to remain in-
actively in process. All such products
nearing completion of their respective
processes and approaching a condition
of purity shall be carefully protected,
promptly completed, and immediately
transferred to finished stocks and re-
ported as produced.

(j> In making conversions of coca
alkaloids and their salts to cocaine al-
kaloid and to anhydrous ecgonine al-
kaloid, the quantity of the particular al-
kaloid or salt in avoirdupois ounces shall
be multipled by a conversion factor ar-
rived at by ascertaining the ratio, car-
ried to the fourth decimal place, between
the molecular weight of such alkaloid
or salt and the molecular weight of co-
caine alkaloid (303.172) or anhydrous
ecgonine alkaloid (185.125), as the case
may be, such weights being computed
to the third decimal place from the
chemical formulae of the substances and
the atomic weights of elements, as adopt-
ed by the International Committee on
Chemical Elements and published in the
latest edition of the U.S., Pharmacopeia,

§304.35 Reporis from manufscturers
importing special coca leaves.

(a) Every manufacturer using special
coca leaves imported into the United
States shall submit a quarterly report
(BND Form 249) accounting for all
transactions involving such leaves or
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substances derived therefrom which con-
tain cocaine or ecgonine, or any salts,
derivatives, or preparations from which
cocaine or ecgonine may be synthesized
or made. This report shall be submitted
to the Distribution Audit Branch,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Washing-
ton, D.C. 20537, on or before the 15th day
of the month following the period for
which the report is made. Such report
shall include a report of all importa-
tions of special coca leaves (BND Form
249a), a report of all materials entered
into the processes of manufacture
(BND Form 249b), a report of the var-
ious substances produced therefrom
(BND Forms 249c, 249d, and 249¢) , a re-
port of all such substances destroyed
(BND Form 2’7f), and a summary of
operations (BND Form 249g) .

(b) The report of importations shall
provide in appropriate columns the fol-
lowing data as to each importation:

(1) The date of the import permit;

(2) The serial number of the import
permit;

(3) The name of the foreign consign-
or;

(4) The address of the foreign con-
signor;

(5) The foreign port of export;

(6) The number of bales imported;

(7) The serial numbers of the bales
imported; and

(8) The quantity imported in avoir-
dupois pounds.

(¢) The report of maierials entered
into the process of manufacture shall
provide in appropriate columns the fol-
lowing information as to each lot of
leaves dumped:

(1) The lot number of specification,
a specification to be assigned to each
dump for identification purposes in or-
der to avoid repeating the serial num-
bers of the bales when the lot is sub-
sequently referred to;

(2) The date the leaves entered into
the process of manufacture;

(3) The number of bales dumped;

(4) The serial numbers of the bales;

(5) The quantity of leaves entered
into the process of manufacture, stated
in avoirdupois pounds;

(6) The quantity of alcohol used for
each extraction or wash of the leaves;

(7) The quantity of water used for
each water extraction or dilution;

(8) The quantity of any other or ad-
ditional substance introduced at any
stage into the process of manufacture;
and

(9) The dry weight of any filter cloth
or other absorbent material to be later
removed from the process after satura-
tion.

(d) The reports of substances pro-
duced from special 2oca leaves shall pro-
vide in columns the following informa-
tion as to each production lot or dump:

(1) The lot number;

(2) The quantity of ground leaves en-
tered into process, in terms of avoirdu-
pois ounces and the quantity, in ounces
and grains, of alkaloid contained therein
as determined by analysis;
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(3) The quantity of substance in
process after each distinet step in the
manufacturing process and the total
alkaloid contained in each, stated in
ounces and grains;

(4) The quantity of exhausted or spent
leaves and the quantity of each residue
removed from process, and the total
alkaloid contained in each, stated in
ounces and grains;

(5) The weight of the used filter cloth
or other absorbent material removed,
after saturation; and

(6) The quantity, in gallons, of fin-
ished extract produced.

(e) The report of substances de-
stroyed, shall provide in appropriate col-
umns the following data as to each lot
destroyed:

(1) The lot number;

(2) The quantity of spent leaves, resi-
dues, and saturated materials destroyed,
stated separately for each; and

(3) The name of the Government offi-
cer witnessing the destruction.

(f) The summary shall include a
complete accounting for all transactions
in raw leaves, leaves in process, and resi-
dues removed from production processes.

(1) The summary of raw coca leaves
shall mclude:

(i) The quantity of special coca leaves
on hand at the beginning of the quarter;

(ii) The quantity of special coca leaves
imported during the quarter;

(iii) The quantity of special coca leaves
entered into the process of manufacture
during the quarter;

(iv) The quantity of special coca
leaves on hand at the end of the quar-
ter; and

(v) Any other transaction during the
quarter which increased or decreased
the quantity of raw coca leaves on hand.

(2) The summary of coca leaves in
process shall include:

(i) The quantity of special coca leaves
in process at the beginning of the
quarter;

(ii) The quantity of such leaves placed
in the process during the quarter;

(iii) The quantity of such leaves rep-
resented by lots completed during the
quarter;

(iv) The quantity of such leaves rep-
resented by lots in process at the end
of the quarter; and

(v) Any other transaction during the
quarter which increased or decreased the
quantity of leaves in process.

(3) The summary of residues removed
from production processes shall provide
in appropriate columns, separately as to
spent leaves, each residue and saturated
material, the following information:

(i) The gquantity of each, on hand at
the beginning of the quarter, awaiting
destruction;

(il) The quantity of each removed
from process during the quarter;

(iii) The quantity of each destroyed
during the quarter;

(iv) The quantity of each on hand at
the end of the quarter; and

(v) Any other transaction during the
quarter affecting the quantity of such
residues on hand,

PART 305—ORDER FORMS

Scope of Part 305.

Definitions.

Distributions requiring order forms

Persons entitled to obtain and exe.
cute order forms.

Procedure for obtaining order forms

Procedure for executing order forms

Power of attorney.

Persons entitled to fill order forms.

Procedure for filling order forms,

Procedure for endorsing order forms

Unaccepted and defective order
forms.

Lost and stolen order forms.

Preservation of order forms.

Return of unused order forms.

Cancellation and voiding of order
forms.

Interim use of IRS order forms and
requisitions.

Sec.

305.01
305.02
305.03
305.04

305.06
305.06
305.07
305.08
305.09
305.10
305.11

305.12
305.13
305.14
305.15

305.16

AuTHORITY : The provisions of this Part 305
issued under secs. 301, 308, 501(b), B4 Stat.

1253, 1259, 1260, 1271; 21 U.S.C. 821, 828,
871(b).
§ 305.01 Scope of Part 305.

Procedures governing the issuance, use,
and preservation of order forms pursuant
to section 308 of the Act (21 U.S.C. 828)
are set forth generally by that section
and specifically by the sections of this
part.

§ 305.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242
21 U.S.C. 801) and/or the Controlled
Substances Import and Export Act (84
Stat. 1285; 21 U.S.C. 951).

(b) The term “purchaser' means any
registered person entitled fo obtain and
execute order forms pursuant to § 305.04
and § 305.06.

(¢) The term “supplier’” means any
registered person entitled to fill order
forms pursuant to § 305.08.

(d) Any term not defined in this sec-
tion shall have the definition set forth
in section 102 of the Act (21 US.C. 802)
and §§ 301,02 and 302.02 of this chapter.

& 305.03 Distributions requiring order
forms,

An order form (BND Form 222¢) isre-
quired for each distribution of a con-
trolled substance listed in schedule Ior
II, except for the following:

(a) The exportation of such sub-
stances from the United States in c0n-
formity with the Act;

(b) The delivery of such substances to
or by a common or contract caxrier for
carriage in the lawful and usual course
of its business, or to or by a warehouse-
man for storage in the lawful and usual
course of its business (but excluding such
carriage or storage by the owner of t}{e
substance in connection with the dis-
tribution to a third person);

(¢) The procurement of a sample of
such substances by an exempt law er};
forcement official pursuant to § 316.04(a
of this chapter, provided that the
receipt required by that section is l}SZd
and is preserved in the manner prescrib
in this part for order forms;
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(d) The procurement of such sub-
stances by a civil defense or disaster
relief organization, pursuant to § 301.27
of this chapter, provided that the Civil
pefense Emergency Order Form required
by that section is used and is preserved
with other records of the registrant; and

(e) The purchase of such substances
by the master of a vessel pursuant to
§301.28(a) (3) of this chapter: Provided,
That the special order form provided by
the U.S. Public Health Service as re-
quired by that section is used and pre-
served in the manner prescribed on this
order form.

§305.04 Persons entitled to obtain and
execute order forms.

(a) Order forms may be obtained only
by persons who are registered under sec-
tion 303 of the Act (21 US.C. 823) to
handle controlled substances listed in
schedules I and II, and by persons who
are registered under section 1008 of the
Act (21 U.S.C. 958) to export such sub-
stances. Persons not registered to handle
controlled substances listed in schedules
Ior II and persons registered only to
import controlled substances listed in
any schedule are not entifled to obtain
order forms.

(b) An order formm may be execufed
only on behalf of the registrant named
thereon and only if his registration as to
the substances being purchased has not
expired or been revoked or suspended.

§305.05 Procedure for obtaining order
forms,

(a) Order forms are issued in books
oI.six forms, each form containing an
original, duplicate and triplicate copy
(respectively, Copy 1, Copy 2, and Copy
3). A limit of three hooks of forms will
be furnished on any requisition, unless
additional books are specifically re-
quested and a reasonable need for such
additional books is shown.

«b) Any person applying for a regis-
tration which would entitle him to ob-
lain order forms may requisition such
forms by so indicating on the application
form; order forms will be supplied upon
the registration of the applicant. Any
Person holding a registration entitling
him to obtain order forms may requisi-
Hon such forms for the first time on
BND Form 222d, which may be obtained
from the Registration Branch of the
Bureau, Any person already holding
order forms may requisition additional
forms only on BND Form 222b, which
Is contained in each book of order forms.
All requisitions shall be submitted to the
Registration Branch, Bureau of Narcot-
is and Dangerous Drugs, Department of
Justice, Post Office Box 28083, Central
Station, Washington, D.C. 20005.
< (¢) Each requisition shall show the
(ame, address, and registration number
g the registrant and the number of
ks of order forms desired. Each
fequisition shall be signed and dated by
- € same person who signed the most
r:cen_t application for registration or for
. zeremstration, or by any person author-

d to obtain and execute order forms

Y & powe
§305.07 r of atftorney pursuant to
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(d) Order forms will be serially num-
bered and issued with the name, address
and registration number of the regis-
trant, the authorized activity and sched-
ules of the registrant and the Bureau
Controlled Substances Code Number (set
forth in Part 308 of this chapter) of the
basic class of controlled substance listed
in schedule I which the registrant is
authorized to handle, if any, printed
thereon. In the case of order forms is-
sued to a person registered to conduct
chemical analysis with controlled sub-
stances listed in schedule I, the order
forms shall not be confined to a single
such substance and may be used to pur-
chase any of such substances. This in-
formation cannot be altered or changed
by the registrant; any errors must be
corrected by the Registration Branch of
the Bureau by returning the forms with
notification of the error.

§ 305.06 Procedure for executing order
forms.,

(a) Order forms shall be prepared and
executed by the purchaser simultane-
ously in triplicate by means of inter-
leaved carbon sheets which are part of
the BND Form 222c¢. Order forms shall
be prepared by use of a typewriter, pen,
or indelible pencil.

(b) Only one item shall be entered on
each numbered line. There are five lines
on each order form. If one order form
is not sufficient to include all items in an
order, additional forms shall be used.
The total number of items ordered shall
be noted on that form in the space pro-
vided. Attachment of extra sheets to an
order form, or use of order forms for
substances other than controlled sub-
stances listed in schedules I and II, is
not permitted.

(¢) An item shall consist of one or
more commereial or bulk containers of
the same finished or bulk form and quan-
tity of the same substance; a separate
item shall be made for each commercial
or bulk container of different finished or
bulk form, quantity or substance. For
each item the form shall show the name
of the article ordered, the finished or
bulk form of the article (e.g., 10-milli-
gram tablet or 10-milligram concentra-
tion per fluid ounce or milliliter or
V.8.P.), the number of units or volume
in each commercial or bulk container
(e.g., 100-tablet bottle or 3-milliliter vial)
or the quantity or volume of each bulk
container (e.g., 10 kilograms), the num-
ber of commercial or bulk containers
ordered, and the name and quantity per
unit of the controlled substance or sub-
stances contained in the article if not in
pure form. The catalogue number of the
article may be included at the discretion
of the purchaser.

(d) The name and address of the sup-
plier from whom the controlled sub-
stances are being ordered shall be en-
tered on the form. Only one supplier
may be listed on any one form.

(e) Each order form shall be signed
and dated by a person authorized to sign
& requisition for order forms on behaif of
the purchaser pursuant to § 305.05(c).
The name of the purchaser, if different
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from the individual signing the order
form, shall also be inserted in the sig-
nature space. Unexecuted order forms
may be kept and may be executed at a
location other than the registered loca-
tion printed on the form, provided that
all unexecuted forms are delivered
promptly to the registered location upon
an inspection of such location by any
officer authorized to make inspections, or
to enforce, any Federal, State, or local
law regarding controlled substances.

§ 305.07 Power of attorney.

Any purchaser may authorize one or
more individuals, whether or not located
at the registered location of the pur-
chaser, to obtain and execute order forms
on his behalf by filing a power of
attorney on BND Form 231 for each such
individual with the Registration Branch,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Post Office
Box 28083, Central Station, Washington,
D.C. 20005. The power of attorney shall
be signed by the same person who signed
the most recent application for registra-
tion or reregistration and shall contain
the signature of the individual being
authorized to obfain and execute order
forms, which individual shall affirm his
signature. Any power of attorney may be
revoked at any time by filing a notice of
revocation, signed by the person who
signed the power of attorney, with the
Registration Branch at the foregoing
address. It shall be necessary to submit a
new power of attorney upon the reregis-
tration of a purchaser only if the appli-
cation for reregistration was signed by
a person different from the person who
signed the existing power of attorney.

§ 305.08 Persons entitled 10 fill order
forms.

An order form may be filled only by a
person registered as a manufacturer or
distributor of controlled substances listed
in schedules I or II under section 303 of
the Act (21 U.S.C. 823) or an importer
of such substances under section 1008 of
the Act (21 US.C. 958), except for the
following:

(a) A person registered to dispense
such substances under section 303 of the
Act, or to export such substances under
section 1008 of the Act, if he is discon-
tinuing business or if his registration is
expiring without reregistration, may dis-
pose of any controlled substances listed
in schedule I or IT in his possession pur-
suant to order forms;

(b) A person who has obtained any
controlled substance in schedule I or IT
by order form may return such sub-
stance, or portion thereof, to the per-
son from whom he obtained the sub-
stance pursuant to the order form of the
latter person; and

(c) A person registered to dispense
such substances may distribute such sub-
stances to another dispenser pursuant to,
and only in the circumstances described
in, § 307.11 of this chapter.

§ 305.09 Procedure for filling order
forms,

(a) The purchaser shall submit Copy
1 and Copy 2 of the order form to the
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supplier, and retain Copy 3 in his own
files.

(b) The supplier shall fill the order,
if possible and if he desires to do so,
and record on Copies 1 and 2 the num-
ber of commercial or bulk containers fur-
nished on each item and the date on
which such containers are shipped to the
purchaser. If an order cannot be filled in
its entirety, it may be filled in part and
the balance supplied by additional ship-
ments within 60 days following the date
of the order form. No order form shall
be valid more than 60 days after its
execution by the purchaser, except as
specified in paragraph (f) of this sec-
tion.

(¢) The controlled substances shall
only be shipped to the purchaser and at
the location printed by the Bureau on the
order form, except as specified in para-
graph (f) of this section.

(d) The supplier shall retain Copy 1
of the order form for his own files and
forward Copy 2 to the Regional Direc-
tor of the Bureau in the region in which
the supplier is located. Copy 2 shall be
forwarded at the close of the month
during which the order is filled; if an
order is filled by partial shipments, Copy
2 shall be forwarded at the close of the
month during which the final shipment
is made or during which the 60-day va-
lidity period expires.

(e) The purchaser shall record on
Copy 3 of the order form the number
of commercial or bulk containers fur-
nished on each item and the dates on
which such containers are received by the
purchaser.

(f) Order forms submitted by regis-
tered procurement officers of the Armed
Services Medical Procurement Agency
for delivery to armed services establish-
ments within the United States may be
shipped to locations other than the lo-
cation printed on the order form, and in
partial shipments at different times not
to exceed six months from the date of
the order, as designated by the procure-
ment officer when submitting the order.

§ 305.10 Procedure for endorsing order
forms.

(a) An order form made out to any
supplier who cannot fill all or a part of
the order within the time limitation set
forth in §305.09 may be endorsed fo
another supplier for filling. The endorse-
ment shall be made only by the supplier
to whom the order form was first made,
shall state (in the spaces provided on
the reverse sides of Copies 1 and 2 of
the order form) the name and address
of the second supplier, and shall be
signed by a person authorized to obtain
and execute order forms on behalf of
the first supplier. The first supplier may
not fill any part of an order on an en-
dorsed form. The second supplier shall
fill the order, if possible and if he de-
sires to do s0, in accordance with § 305.09
(b), (e), and (d), including shipping
all substances directly to the purchaser.

(b) Distributions made on endorsed
order forms shall be reported by the sec-
ond supplier in the same manner as all
other distributions except that where the
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name of the supplier is requested on the
reporting form, the second supplier shall
record the name, address and registra-
tion number of the first supplier.

§ 305.11 Unaccepted and defective or-
der forms.

(a) No order form shall be filled if it:

(1) Is not complete, legible, or prop-
erly prepared, executed ur endorsed; or

(2) Shows any alteration, erasure, or
change of any description.

(b) If an order form cannot be filled
for any reason under this section, the
supplier shall return Copies 1 and 2 to
the purchaser with a statement as to the
reason (e.g., illegible or altered). A sup-
plier may for any reason refuse to ac-
cept any order and if a supplier refuses
to accept the order, a statement that the
order is not accepted shall be sufficient
for purposes of this paragraph.

(c) When received by the purchaser,
Copies 1 and 2 of the order form and the
statement shall be attached to Copy 3
and refained in the files of the purchaser
in accordance with § 305.13. A defective
order form may not be corrected; it must
be replaced by a new order form in order
for the order to be filled.

§ 305.12 Lost and stolen order forms.

(a) If a purchaser ascertains that an
unfilled order form has been lost, he
shall execute another in triplicate and
a statement containing the serial num-
ber and date of the lost form, and stat-
ing that the goods covered by the first
order form were not received through
loss of that order form. Copy 3 of the
second form and a copy of the statement
shall be retained with Copy 3 of the or-
der form first executed. A copy of the
statement shall be attached to copies 1
and 2 of the second order form sent
to the supplier. If the Frst order form
is subsequently received by the supplier
to whom it was directed, the supplier
shall mark upon the face thereof “Not
accepted” and return Copies 1 and 2 to
the purchaser, who shall attach it to Copy
3 and the statement.

(b) Whenever any used or unused or-
der forms are stolen from or lost (other-
wise than in the course of transmission)
by any purchaser or supplier, he shall
immediately upon discovery of such
theft or loss, report the same to the
Registration Branch, Bureau of Narcot-
ics and Dangerous Drugs, Department of
Justice, Post Office Box 28083, Central
Station, Washington, D.C. 20005, stating
the serial number of each form stolen or
lost. If the theft or loss includes any
original order forms received from pur-
chasers and the supplier is unable to
state the serial numbers of such order
forms, he shall report the date or ap-
proximate date of receipt thereof and
the names and addresses of the pur-
chasers. If an entire book of order forms
is lost or stolen, and the purchaser is un-
able to state the serial numbers of the
order forms contained therein, he shall
report, in lieu of the numbers of the
forms contained in such book, the date
or approximate date of issuance thereof.
If any unused order form reported stolen

or lost is subsequently recovered or
found, the Registration Branch of the
Bureau shall immediately be notified,

§ 305.13 Preservation of order forms,

(a) The purchaser shall retain Copy
3 of each order form which has been
filled, He shall also retain in his files
all copies of each unaccepted or defective
order form and each statement attached
thereto.

(b) The supplier shall retain Copy 1
of each order form which he has filled.

(c) Order forms must be maintained
separately from all other records of the
registrant. Order forms are required to
be kept available for inspection for a
period of 2 years. If a purchaser has sev-
eral registered locations, he must retain
Copy 3 of the executed order forms and
any attached statements or other related
documents (not including unexecuted
order forms which may be kept elsewhere
pursuant to § 305.06(e) ) at the registered
location printed on the order form.

§ 305.14 Return of unused order forms,

If the registration of any purchaser
terminates (because the purchaser dies,
ceases legal existence, discontinues busi-
ness or professional practice, or changes
his name or address as shown on his
registration) or is suspended or revoked
pursuant to §§ 301.45 or 301.46 of this
chapter as to any controlled substance
listed in schedule I or II, he shall return
all unused order forms for such substance
to the nearest office of the Bureau.

§ 305.15 Cancellation and voiding of
order forms.

(a) A purchaser may cancel part or
all of an order on an order form by noti-
fying the supplier in writing of such can-
cellation. The supplier shall indicate the
cancellation on copies 1 and 2 of the
order form by drawing a line through the
canceled items and printing “canceled”
in the space provided for number of
items shipped.

(b) A supplier may void part or an. of
an order on an order form by notifying
the supplier in writing of such voiding.
The supplier shall indicate the voiding
in the manner prescribed for capcella-
tion in paragraph (a) of this section,

(¢) No cancellation or voiding per-
mitted by this section shall affect in any
way contract rights of either the pur-
chaser or the supplier.

§ 305.16 Interim use of
forms and requisitions.

(a) Existing order forms (IRS Form
2513) will be valid until April 30, 1972, for
transactions of controlled substances
listed in schedule I and II. Purchasers
using existing IRS Forms 2513 after
April 30, 1971, must place the registra=
tion number assigned by the Bureau on
the form in the block which confains the
name, address, old IRS registration, and
class of registration. Registrants who ob-
tain BND Form 222¢, but still possess I 3
order forms, should not discard the IR
Forms, but instead draw a line thru the
unused forms and print “Void” across the
line. Voided forms must be maintained

IRS order
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for at least 2 years in the manner pre-
seribed in § 305.13.

(b) Effective May 1, 1971, only the Bu-
reau will issue order forms. A purchaser
desiring order forms (BND Form 222¢)
may obtain them by using IRS Form 679
found in the back of his current IRS
order from book. In utilizing IRS Form
679, the registration number assigned by
the Bureau must be placed in section 8
of the requisition form and the requisi-
tion forwarded to Registration Branch,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Post Of-
fice Box 28083, Central Station, Wash-
ington, D.C. 20005. IRS Form 679 will
not be valid after April 30, 1972.

(c) An existing power of attorney filed
for Internal Revenue Service order forms
will be valid until the provisional regis-
tration of the registrant expires.

PART 306—PRESCRIPTIONS

Sec.

806.01
306.02
306.03

Scope of Part 306.

Definitions.

Persons entitled to issue prescrip-
tions,

Purpose of issue of prescription.

Manner of issuance of prescriptions.

Persons entlitled to fill prescriptions.

Dispensing of narcotic drugs for
maintenance purposes,

306.04
306.05
306.06
308.07

CONTROLLED SUBSTANCES LISTED IN
ScHEDULE II

306.11
306.12
306.13

Requirement of prescription.
Refilling prescriptions.

Partial filling of prescriptions.
306.14 Labeling of substances.

306.15 Filing of prescriptions,

CONTROLLED SUBSTANCES LISTED IN
ScHEDULE III AnD IV

Requirement of prescription,
Refilling of prescriptions.
Labeling of substances,
Filing prescriptions,

306.21
306.22
306.23
306.24

CONTROLLED SUBSTANCES LISTED IN
ScHEDULE V
30631 Requirement of prescription.
30632 Dispensing without prescription.
AvtHORITY: The provisions of this Part
308 1ssued under secs. 301, 309, 501(b), 84

Stat. 1253, 1260, 1271; 21 U.S.C. 821, 829,
871(h).

GENERAL INFORMATION
§306.01 Scope of Part 306.

Rules governing the issuance, filling
and filing of prescriptions pursuant to
section 309 of the Act (21 US.C. 829)
are set forth generally in that section
g;l:lt specifically by the sections of this

§306.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

‘a) The term “Act” means the Con-
trolledq Substances Act (84 Stat. 1242; 21
Us.c, 801),

(b) The term “individual practitioner”
means a physician, dentist, veterinarian,
or other individual licensed, registered,
grta otherwise permitted, by the United

tes or the jurisdiction in which he
Practices, to dispense a controlled sub-
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stance in the course of professional prac-
tice, but does not include a pharmacist,
a pharmacy, or an institutional prac-
titioner,

(c) The term “institutional practi-
tioner" means a hospital or other person
(other than an individual) licensed, reg-
istered, or otherwise permitted, by the
United States or the jurisdiction in which
it practices, to dispense a controlled
substance in the course of professional
practice, but does not include a
pharmacy.

(d) The term “pharmacist” means any
pharmacist licensed by a State to dis-
pense controlled substances. and shall
include any other person (e.g,, a pharma-
cist intern) authorized by a State to
dispense controlled substances under the
supervision of a pharmacist licensed by
such State.

(e) The term “prescription’” means an
order for medication which is dispensed
to or for an ultimate user but does not
include an order for medication which is
dispensed for immediate administration
to the ultimate user. (E.g., an order to
dispense a drug to a bed patient for
immediate administration in a hospital
is not a prescription.)

(e) The term “register’ or “registered”
means a person registered under section
303 of the Act (21 U.S.C. 823).

(f) Any term not defined in this sec-
tion shall have the definition set forth
in section 102 of the Act (21 U.S.C. 802)
or § 301.02 of this chapter,

§ 306.03 Persons entitled 1o issue pre-
scriptions.

(a) A prescription for a controlled
substance may be issued only by an in-
dividual practitioner who is:

(1) authorized to prescribe controlled
substances by the jurisdiction in which
he is licensed to practice his profession;
and

(2) either registered or exempted from
registration pursuant to § 301.25 of this
chapter.

(b) A prescription issued by an in-
dividual practitioner may be communi-
cated to a pharmacist by an employee or
agent of the individual practitioner.

§ 306.04 Purpose of issue of prescrip-
tion.

(a) A prescription for a controlled
substance to be effective must be issued
for a legitimate medical purpose by an
individual practitioner acting in the usual
course of his professional practice. The
responsibility for the proper prescribing
and dispensing of controlled substances

is upon the prescribing practitioner, but -

a corresponding responsibility rests with
the pharmacist who fills the prescription.
An order purporting to be a prescription
issued not in the usual course of profes-
sional treatment or in legitimate and
authorized research is not a prescription
within the meaning and intent of section
309 of the Act (21 U.S.C. 829) and the
person knowingly filling such a purported
prescription, as well as the person issuing
it, shall be subject to the penalties pro-
vided for violations of the provisions of
law relating to controlled substances.
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(b) A prescription may not be issued
in order for an individual practitioner to
obtain controlled substances for supply-
ing the individual practitioner for the
purpose of general dispensing to patients.

(¢) A prescription may not be issued
for the dispensing of narcotic drugs
listed in any schedule to a narcosic drug
dependent person for the purpose of con-
tinuing his dependence upon such drugs,
in the course of conducting an authorized
clinical investigation in the development
of a mnarcotic addict rehabilitation
program.

§ 306.05 Manner of issuance of pre-
seriptions,

All prescriptions for controlled sub-
stances shall be dated as of, and signed
on, the day when issued and shall bear
the full name and address of the patient,
and the name, address, and registration
number of the practitioner. A practi-
tioner may sign a prescription in the
same manner as he would sign a check
or legal document (e.z., J, H. Smith or
John H. Smith). Where an oral order is
not permitted, prescriptions shall be
written with ink or indelible pencil or
typewriter and shall be manually
signed by the practitioner. The preserip-
tions may be prepared by a secretary or
agent for the signature of a practitioner,
but the prescribing practitioner is re-
sponsible in case the prescription does
not conform in all essential respects to
the law and regulations. A correspond-
ing liability rests upon the pharmacist
who fills a preseription not prepared in
the form prescribed by these regulations.

§ 306.06 Persons entitled to fill prescrip-
tions,

A prescription for controlled sub-
stances may only be filled by a pharma-
cist acting in the usual course of his
professional practice and either regis-
tered individually or employed in a reg-
istered pharmacy or registered institu-
tional practitioner.

§ 306.07 Dispensing of narcotic drugs
for maintenance purposes.

The administering or dispensing
directly (but not prescribing) of narcotie
drugs listed in any schedule to a nar-
cotic drug dependent person for the pur-
pose of continuing his dependence upon
such drugs in the course of conducting
an authorized clinical investigation in
the development of a narcotic addict re-
habilitation program shall be deemed to
be within the meaning of the term “in
the course of his professional practice
or research” in section 308(e) of the Act
(21 U.S.C. 828(e)) : Provided, That ap-
proval is obtained prior to the initia-
tion of such a program by submission of
a Notice of Claimed Investigational
Exemption for a New Drug to the Food
and Drug Administration which will be
reviewed concurrently by the Food and
Drug Administration for scientific merit
and by the Bureau for drug control re-
quirements, and that the clinical inves-
tigation thereafter accords with such
:ipproval, as required in § 130.44 of this

tle.
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CONTROLLED SUBSTANCES LISTED IN
ScuEpULE II

§ 306.11 Requirement of prescription.

(a) A pharmacist may dispense a con-
trolled substance listed in schedule II,
which is a prescription drug as deter-
mined under the Federal Food, Drug,
and Cosmetic Act, only pursuant to a
written prescription signed by the pre-
seribing individual practitioner, except
as provided in paragraph (d) of this sec-
tion,

(b) An individual practitioner may
administer or dispense a controlled sub-
stance listed in schedule II in the course
of his professional practice without a
prescription, subject to § 306.07.

(c) An institutional practitioner may
administer or dispense directly (but not
prescribe) a controlled substance listed
in schedule II only pursuant to a written
prescription signed by the prescribing in-
dividual practitioner or to an order for
medication made by an individual prac-
titioner which is dispensed for immediate
administration to the ultimate user.

(d) In the case of an emergency situ-
ation, as defined by the Secretary in
§ 1.110 of this title, a pharmacist may
dispense a controlled substance listed in
schedule II upon receiving oral author-
ization of a preseribing individual prac-
titioner, provided that:

(1) The quantity prescribed and dis-
pensed is limited to the amount adequate
to treat the patient during the emer-
gency period (dispensing beyond the
emergency period must be pursuant to
a written prescription signed by the pre-
seribing individual practitioner) ;

(2) The prescription shall be immedi-
ately reduced to writing by the pharma-
cist and shall contain all information
required in § 306.05, except for the sig-
nature of the prescribing individual
practitioner:

(3) If the prescribing individual prac-
titioner is not known to the pharmacist,
he must make a reasonable effort to
determine that the oral authorization
came from a registered individual practi-
tioner, which may include a callback
to the prescribing individual practitioner
using his phone number as listed in the
telephone directory and/or other good
faith efforts to insure his identity; and

(4) Within 72 hours after authorizing
an emergency oral prescription, the pre-
scribing individual practitioner shall
cause a written prescription for the
emergency quantity prescribed to be
delivered to the dispensing pharmacist.
In addition to conforming to the require-
ments of § 306.05, the prescription shall
have written on its face “Authorization
for Emergency Dispensing,” and the date
of the oral order. The written prescrip-
tion may be delivered to the pharmacist
in person or by mail, but if delivered
by mail it must be postmarked within the
72-hour period. Upon receipt, the dis-
pensing pharmacist shall attach this
prescription to the oral emergency pre-
scription which had earlier been reduced
to writing. The pharmacist shall notify
the nearest office of the Bureau if the
preseribing individual practitioner fails
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to deliver a written prescription to him;
failure of the pharmacist to do so shall
void the authority conferred by this
paragraph to dispense without a writ-
ten prescription of a prescribing individ-
ual practitioner.

§ 306.12 Refilling prescriptions.

The refilling of a prescription for a
controlled substance listed in schedule
II is prohibited.

§ 306.13 Partial filling of prescriptions.

The partial filling of a prescription for
a controlled substance listed in schedule
II is permissible, if the pharmacist is
unable to supply the full quantity called
for in a written or emergency oral pre-
scription and he makes a notation of the
guantity supplied on the face of the writ-
ten prescription (or written record of
the emergency oral prescription). The
remaining portion of the prescription
may be filled within 72 hours of the first
partial filling; however, if the remaining
portion is not or cannot be filled within
the 72-hour period, the pharmacist shall
so notify presecribing individual practi-
tioner. No further quantity may be sup-
plied beyond 72 hours without a new
prescription,

§ 306.14 Labeling of substances.

The pharmacist filling a written or
emergency oral prescription for a con-
trolled substance listed in schedule II
shall affix to the package a label show-
ing date of filling, the pharmacy name
and address, the serial number of the
prescription, the name of the patient,
the name of the prescribing practitioner,
and directions for use and cautionary
statements, if any, contained in such
preseription or required by law.

§ 306.15 Filing of prescriptions.

All written prescriptions and written

records of emergency oral prescriptions

shall be kept in accordance with require-
ments of § 304.04(d) of this chapter.

CONTROLLED SUBSTANCES LISTED
N ScHEDULES IIT anp IV

§ 306.21 Requirement of preseription.

(a) A pharmacist may dispense a con-
trolled substance listed in schedule III
or IV, which is a prescription drug as de-
termined under the Federal Food, Drug,
and Cosmetic Act, only pursuant to either
& written prescription signed by a pre-
seribing individual practitioner or an
oral prescription made by a prescribing
individua] practitioner and promptly re-
duced to writing by the pharmacist con-
taining all information reguired in
§ 306.05, except for the signature of the
prescribing individual practitioner.

(b) An individual practitioner may
administer or dispense a controlled sub-
stance listed in schedule IIT or IV in the
course of his professional practice with-
out a prescription, subject to § 306.07.

(c) An institutional practitioner may
administer or dispense directly (buf not
prescribe) a controlled substance listed
in schedule III or IV pursuant to a writ-
ten prescription signed by a prescribing
individual practitioner, or pursuant to an

oral prescription made by a prescribing
individual practitioner and promptly re-
duced to writing by the pharmacist (con-
taining all information required in
§ 306.05 except for the signature of the
prescribing individual practitioner), or
pursuant to an order for medication
made by an individual practitioner which
is dispensed for immediate administra-
tion to the ultimate user, subject to
§ 306.07.

§ 306.22 Refilling of prescriptions.

No prescription for a controlled sub-
stance listed in schedule ITI or IV shall
be filled or refilled more than 6 months
after the date on which such prescription
was issued and no such prescription au-
thorized to be refilled may be refilled
more than five times. Each refilling of
a prescription shall be entered on the
back of the prescription (or on another
appropriate uniformly maintained rec-
ord, such as medication records, which
indicates preseription refills), initialed,
and dated by the pharmacist as of the
date of dispensing, and shall state the
amount dispensed. If the pharmacist
merely initials and dates the back of the
prescription he shall be deemed to have
dispensed a refill for the full face amount
of the prescription. Additional guanti-
ties of controlled substances listed in
schedule ITII or IV may only be author-
ized by a ‘prescribing practitioner
through issuance of a new prescription as
provided in § 306.21 which shall be a new
and separate prescription,

§ 306.23 Labeling of substances.

The pharmacist filling a prescription
for a controlled substance listed in
schedule TII or IV shall affix to the pack-
age a label showing the pharmacy name
and.address, the serial number and date
of initial filling, the name of the patient,
the name of the practitioner issuing the
preseription, and directions for use and
cautionary statements, if any, contained
in such prescription as required by law.

§ 306.24 Filing prescriptions.

All preseriptions for controlled sub-
stances listed in schedules ITI and IV
shall be kept in accordance with
§ 304.04(d) of this chapter.

CONTROLLED SUBSTANCES LISTED
. IN SCHEDULE V

§ 306.31 Requirement of prescription.

(a) A pharmacist may dispense 2
controlled substance listed in schedule V
pursuant to a prescription as require
for controlled substances listed in sched-
ules IIT and IV in § 306.21. A prescrip-
tion for a controlled substance listed i
schedule V may be refilled only as e
pressly authorized by the prescribing

individual practitioner on the preserip-

tion; if no such authorization is given,
the prescription may not be refilled. A
pharmacist dispensing such substance
pursuant to a preseription shall Jabel the
substance in accordance with §30623
and file the prescription in accordance
with § 306.24.

(b) An individual practitioner may
administer or dispense a controlled sub-
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stance listed in schedule V in the course
of his professional practice without a
prescription, subject to § 306.07.

(¢c) An institutional practitioner may
administer or dispense directly (but not
prescribe) a confrolled substance listed
in schedule V only pursuant to a written
prescription signed by the prescribing
individual practitioner, or pursuant to an
oral prescription made by a prescribing
individual practitioner and promptly re-
duced to writing by the pharmacist (con-
taining all information required in
§ 306.05 except for the signature of the
prescribing individual practitioner), or
pursuant to an order for medication
made by an individual practitioner which
is dispensed for immediate administra-
tion to the ultimate user, subject to
§306.07.

§306.32 Dispensing without prescrip-

tion.

A controlled substance listed in sched-
ule V, and a controlled substance listed
in schedule II, III, or IV which is not a
prescription drug as determined under
the Federal Food, Drug, and Cosmetic
Act, may be dispensed by a pharmacist
without a prescription to a purchaser at
retail, provided that:

(a) Such distribution is made only by
a pharmacist and not by a nonpharma-
cist employee even if under the direct
supervision of a pharmacist (although
after the pharmacist has fulfilled his
professional and legal responsibilities
set forth in his section, the actual cash,
credit transaction, or delivery, may be
completed by a nonpharmacist) ;

(b) Not more than 240 ce. (8 ounces)
of any such substance containing opium,
nor more than 120 ce. (4 ounces) of any
other controlled substance listed in

schedule V, may be distributed at retail”

to the same purchaser in any given 48-
hour period;

(¢) The purchaser is at least 18 years
of age;

(@) The pharmacist requires every
purchaser of a controlled substance listed
in schedule V not known to him to fur-
nish suitable identification (including
proof of age where appropriate) ;

(e) A bound record book for distribu-
tions of controlled substances listed in
schedule V (other than by prescription)
Is maintained by the pharmacist, which
book shall contain the name and address
of the purchaser, the name and quantity
of controlled substance purchased, the
date of each purchase, and the name or
Initials of the pharmacist who distrib-
Uted the substance to the purchaser (the
book shall be maintained in accordance
With the recordkeeping requirement of
§304.04 of this chapter) ; and

D A prescription is not required for
distribution or dispensing of the sub-
stance pursuant to any other Federal,
State or local law,

PART 307—MISCELLANEOUS
GENERAL INFORMATION
Sec,
307.01 Definitions,

307.02 Application of State law and other
Federal law.

FEDERAL
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Sec. )
307.08 Exceptions to regulations.

SPECIAL EXCEPTIONS FOR MANUFACTURE AND
DISTRIBUTION CONTROLLED SUBSTANCES

307.11 Emergency distribution by a dis-
penser,

Distribution of agueous or oleaginous
solution by pharmacist.

Distribution to supplier,

Distribution upon discontinuance or
transfer of business,

Incidental manufacture of controlled
substances.

Di1sPOSAL OF CONTROLLED SUBSTANCES
30721 Procedure for disposing of controlled
substances.
307.22 Disposal of controlled substances by
the Bureau.
SPECIAL EXEMPT PERSONS
307.31 Native American Church,

AvtHORITY: The provisions of this Part
307 issued under secs. 301, 302(d), 501(b),
84 Stat. 1253, 1271; U.S.C. 821, 822(d), 871(b).

GENERAL INFORMATION
§ 307.01 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat.
1285; 21 U.S.C. 951).

(b) Any term not defined in this sec-
tion shall have the definition set forth in
sections 102 and 1001 of the Act (21
U.S.C. 802 and 951) and in § 301.02 of
this chapter.

§ 307.02 Application of State law and
other Federal law.

Nothing in Parts 301-308, 311, 312, or
316 of this chapter shall be construed
as authorizing or permitting any person
to do any act which such person is not
authorized or permitted to do under
other Federal laws or obligations under
international treaties, conventions or
protocols, or under the law of the State
in which he desires to do such act nor
shall compliance with such Parts be
consfrued as compliance with other
Federal or State laws unless expressly
provided in such other laws.

§ 307.03 Exceptions to regulations.

Any person may apply for an exception
to the application of any provision of
Parts 301-308, 311, 312, or 316 of this
chapter by filing a written request stat-
ing the reasons for such exception.
Requests shall be filed with the Director,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Washing-
ton, D.C. 20537. The Director may grant
an exception in his discretion, but in no
case shall he be required to grant an
exception to any person which is not
otherwise required by law or the regula-
tions cited in this section.

SPECIAL EXCEPTIONS FOR MANUFACTURE
AND DISTRIBUTION OF CONTROLLED SUB-
STANCES

§ 307.11 Emergency distribution by a

dispenser.

(a) In the event of an emergency, &
dispenser may distribute (without being

307.12

307.13
307.14

307.16
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registered to distribute) a controlled
substance to a second dispenser in order
for the second dispenser to dispense the
substance, provided that:

(1) The amount distributed does not
exceed to the amount required by the
second dispenser for immediate dispens-
ing;

(2) The distribution is recorded as a
dispensing by the first dispenser, and the
receipt as a distribution received by the
second dispenser, and each dispenser re-
tains a signed receipt of the distribution;

(3) The second dispenser is registered
under the Act to dispense the controlled
substance to be distributed to him; and

(4) If the substance is listed in sched-
ule I or II, an order form is used as
required in Part 305 of this chapter.

(b) For purposes of this section, an
emergency shall mean a situation
where a quantity of a controlled sub-
stance must be dispensed to a person
who does not have an alternative source
for such substance reasonably available
to him and the dispenser cannot obtain
such substance through normal distribu-
tion channels within the time required to
meet the need of the person for such
substance.

§ 307.12 Distribution of aqueous or ole-
aginous solutions by a pharmacist.

A pharmacist who is registered to dis-
pense or is covered by another person’s
registration to dispense may distribute
(without being registered to distribute)
to a registered practitioner, an aqueous or
oleaginous solution, in a quantity not ex-
ceeding 1 ounce at any one time, con-
taining a narcotic controlled substance
in a proportion not exceeding 20 percent
of the complete solution, to be used by
the practitioner in the course of his pro-
fessional practice for administration to a
patient, provided that a written record is
maintained which indicates the date of
the transaction, the name, form and
quantity of the substance, the name, ad-
dress, and registration number of the
pharmacist (or other registered person),
and the name, address, and registration
number of the practitioner, In the case
of a controlled substance listed in sched-
ule I or IT, an order form shall be used
in the manner prescribed in Part 305 of
this chapter and be maintained as the
written record of the transaction.

§ 307.13 Distribution to supplier.

Any person lawfully in possession of
a controlled substance listed in any
schedule may distribute (without being
registered to distribute) that substance
fo the person from whom he obtained it
or to the manufacturer of the substance,
provided that a written record is main-
tained which indicates the date of the
transaction, the name, form and quan-
tity of the substance, the name, address,
and registration number, if any, of the
person making the distribution, and the
name, address, and registration number,
if known, of the supplier or manu-
facturer. In the case of returning a con-
trolled substance listed in schedule I or
II, an order form shall be used in the
manner prescribed in Part 305 of this
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chaptér and be maintained as the writ-
ten record of the transaction.

§ 307.14 Distribution upon discontinu«
ance or transfer of business,

(a) Any registrant desiring fo discon=
tinue or transfer business activities al-
together or with respect to controlled
“substances shall return his Certificate of
Registration, and any unexecuted order
forms in his possession, to the Regis-
tration Branch, Bureau of Narcotics and
Dangerous Drugs, Department of Justice,
Post Office Box 28083, Central Station,
Washington, D.C. 20005 for cancellation.
Any controlled substances in his posses-
sion may be disposed of either in accord-
ance with § 307.21 or by transfer to an-
other registrant. If the registrant desires
to transfer the substance to another reg-
istrant, he shall take an inventory of all
controlled substances which he desires to
transfer and submit this inventory,
together with his name, address, and
registration number, and the name, ad-
dress, and registration number of the
proposed transferee, to the Regional Di-
rector of the Bureau in the region in
which he is doing business at least 15
days in advance of the date of the pro-
posed transfer. If the Regional Director
does not notify the registrant that
the transfer should be postponed or
canceled, the registrant may trans-
fer the substances to the named trans-
feree without being registered as a
distributor. All controlled substances
listed in schedule I or II must be trans-
ferred pursuant to order forms in accord-
ance to Part 305 of this chapter, Sched-
ule III, IV, and V substances will be
transferred in accordance to the inven-
tory prepared by the registrant and sub-
mitted to the Regional Director. If the
Regional Director denies the registrant
authority to make the proposed fransfer,
the registrant shall either dispose of the
substance in accordance with § 307.21 or
transfer the substances to another regis-
trant in accordance with this section
and/or the instructions of the Regional
Director.

(b) In the case of registrants required
to make reports pursuant to Part
304 of this chapter, a report marked
“Final" will be prepared and submitted
by the transferor registrant showing the
disposition of all the controlled sub-
stances for which a report is required; no
additional report will be required from
him, provided that no further transac-
tions involving controlled substances are
consummated by him. The initial report
of the transferee registrant shall account
for transactions beginning with the day
next succeeding the date of discontinu-
ance or transfer of business by the trans-
feror registrant, and the substances
transferred to him shall be reported as
receipts in his initial report, ;
§ 307.15 Incidental manufacture of con-

trolled substances.

Any registered manufacturer who, in-
cidentally but necessarily, manufactures
a controlled substance as & result of the
manufacture of a controlled substance
or basic class of controlled substance for
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which he is registered and has been is«
sued an individual manufacturing quota
pursuant to Part 303 of this chapter (if
such substance or class is listed in sched-
ule I or II) shall be exempt from the
requirement of registration pursuant to
Part 301 of this chapter and, if such
incidentally manufactured substance is
listed in schedule I or II, shall be exempt
from the requirement of an individual
manufacturing quota pursuant to Part
303 of this chapter, if such substances
are disposed of in accordance with
§ 307.21.

Di1srosSAL OF CONTROLLED SUBSTANCES

§ 307.21 Procedure for disposing of con-
trolled substances.

(a) Any person in possession of any
controlled substance and desiring or re-
quired to dispose of such substance may
request the Regional Director of the
Bureau in the region in which the per-
son is located for authority and instruc-
tions to dispose of such substance. The
request should be made as follows:

(1) If the person is a registrant re-
quired to make reports pursuant to Part
304 of this chapter, he shall list the con-
trolled substance or substances which
he desires to dispose of on the “b” subpart
of the report normally filed by him, and
submit three copies of that subpart to
the Regional Director of the Bureau in
his region;

(2) If the person is a registrant not
required to make reports pursuant to
Part 304 of this chapter, he shall list the
controlled substance or substances which
he desires to dispose of on BND Form
41, and submit three copies of that form
to the Regional Director in his region;
and

(3) If the person is not a registrant,
he shall submit to the Regional Director
a letter stating:

(1) The name and address of the
person:

(2) The name and quantity of each
controlled substance to be disposed of;

(3) How the applicant obtained the
substance, if known; and

(4) The name, address, and registra-
tion number, if known, of the person
who possessed the controlled substances
prior to the applicant, if known,

(b) The Regional Director shall au-
thorize and instruct the applicant to
dispose of the controlled substance in
one of the following manners:

(1) By transfer to person registered
under the Act and authorized to possess
the substance;

(2) By delivery to an agent of the
Bureau or fo the nearest office of the
Bureau;

(3) By destruction in the presence of
an agent of the Bureau or other author-
ized person; or

(4) By such other means as the Re-
gional Director may determine to assure
that the substance does not become
available to unauthorized persons.

(¢) This section shall not be construed
as affecting or altering in any way the
disposal of controlled substances through
procedures provided in laws and regula-
tions adopted by any State.

§307.22 Disposal of controlled
stances by the Bureau.

Any controlled substance delivered to
the Bureau under § 307.21 or forfeited
pursuant to section 511 of the Act (21
US.C. 881) may be delivered fo any
department, bureau, or other agency of
the United States or of any State upon
proper application addressed to the Di-
rector, Bureau of Narcotics and Danger-
ous Drugs, Department of Justice,
Washington, D.C. 20537. The application
shall show the name, address, and offi-
cial title of the person or agency to whom
the controlled drugs are to be delivered,
including the name and quantity of the
substances desired and the purpose for
which intended. The delivery of such
controlled drugs shall be ordered by the
Director, if, in his opinion, there exists
a medical or scientific need therefor,

szciu. ExXEMPT PERSONS
§ 307.31 Native American Church.

The listing of peyote as a controlled
substance in schedule I does not apply
to the nondrug use of peyote in bona
fide religious ceremonies of the Native
American Church, and members of the
Native American Church so using peyote
are exempt from registration. Any per-
son who manufactures peyote for or dis-
tributes peyote to the Native American
Church, however, is required to obtain
registration annually and to comply with
all other requirements of law

sub.

PART 308—SCHEDULES OF
CONTROLLED SUBSTANCES

GENERAL INFORMATION

Sec.

308.01
308.02
308,03

Scope of Part 308.

Definitions,

Bureau Controlled Substances Cods
Number,

SCHEDULES

Schedule 1.
Schedule I1.
Schedule III.
808.14 Schedule IV.
308.15 Schedule V.

ExcLupep NONNARCOTIC SUBSTANCES

308.21 Application for exclusion of & non=
narcotic substance,
308.22 Excluded substances.

EXCEPTED STIMULANT OR DEPRESSANT
COMPOUNDS

308.11
308.12
308.18

308.31 Application for exception of a stim~
ulant or depressant compound.
308.32 Excepted compounds.
HEARINGS
80841 Hearings generally.
308.42 Purpose of hearing.

808438 Waiver or modification of rules. g
808.44 Institution of proceeding; notic? o
propose rule making.

30845 Notice of appearance; walver.

308.46 Burden of proof,

308.47 Time and place of hearing.

308.48 Final order. 1

308.49 Control required under internationa
treaty.

308.50 Control of immediate precursors.

308.51 Pending proceedings.

AvuTHORITY: The provisions of this Paafi
308 issued under secs. 201, 202, 501(b)
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stat. 1245, 1246, 1247, 1248, 1249, 1250, 1251,
1252, 1271, 21 U.S.C. 811, 812, 871 (D).

GENERAL INFORMATION
§308.01 Scope of Part 308.

Schedules of controlled substances
established by section 202 of the Act (21
US.C. 812), as they are changed, up-
dated, and republished from time to
time, are set forth in this part.

§308.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substance Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat.
1285; 21 U.S.C. 951).

(b) The term “hearing” means any
hearing held pursuant to this part for
the issuance, amendment, or repeal of
any rule issued pursuant to section 201
of the Act.

(¢) The ferm “isomer” means, except
asused in § 308.11(d), the optical isomer.
As issued in § 308.11(d), the term “iso-
mer” means the optical, position or geo-
metric isomer.

(d) The term “interested person”
means any person adversely affected or
aggrieved by any rule or proposed rule
ktsuable pursuant to section 201 of the

ct.

(e) The term “proceeding” means all
actions taken for the issuance, amend-
ment, or repeal of any rule issued pur-
suant to section 201 of the Act, com-
mencing with the publication by the Di-
rector of the proposed rule, amended
rule, or repeal in the FEDERAL REGISTER.
_(f) Any term not defined in this sec-
Hon shall have the definition set forth
in section 102 and 1001 of the Act (21
US.C. 802 and 951) and § 301.02 of this
chapter,

§308.03 Bureau controlled substances
code number, -

(&) Controlled substances, a basic
tlass thereof, listed in schedules I
through IV have been assigned a “Bu-
rea}'x Controlled Substances Code Num-
ber” for purposes of identification of
such substances on certain Certificates
of Registration issued by the Bureau
bursuant to § 301.44 of this chapter and
on certain order forms issued by the
Bureau pursuant to § 305.05(d) of this
thapter, Certain applicants for registra-
ton must include the appropriate num-

IS on the application as required in
§301.32(d) and applicants for procure-
ment and/or individual manufacturing
Quotas must include the appropriate
lumber on the application as required
In §§303.12(b) and 303.22(a).
r(b)'ExceDt as stated in paragraph (a)
(t) this section, no applicant or regis-
:mm Is required to use the Burean Con-
rolled Substances Code Number for any
Purpose,

SCHEDULES
§308.11 Schedule I.

() Schedule I shall consist of the
o 25 and other substances, by what-
€r official name, common or usual
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name, chemical name, or brand name
designated, listed in this section. Each
drug or substance has been assigned the
Bureau Controlled Substances Code
Number set forth opposite it.

(b) Opiates. Unless specifically ex-
cepted or unless listed in another sched-
ule, any of the following opiates, in-
cluding its isomers, esters, ethers, salts,
and salts of isomers, esters, and ethers
whenever the existence of such isomers,
esters, ethers, and salts is possible with-
in the specific chemical designation:

(1) Acetylmethadol oo oveaa 9601
(6 )T ST T i1 e i BRI L 9602
(3) Alphacetylmethadol ..o o 9603
(4) Alphameprodine . _______

(6) Alphamethadol e

(6) Benzethidine oo o oo oo

(7) Betacetylmethadol

(8) Betameprodine ... . . ___

(9) Betamethadol — .o ...

(10) Befaprodine ... oo

(11) Clonitazene .. .. o occncee-

(12) Dextromoramide ... oo ..

(13) Dextrorphan

(14) Diampromide

(15) Diethylthiambutene

) DENENORAAOL. e e o

{17) Dimepheptanol .o

(18) Dimethylthiambutene ... 9619
(19) Dioxaphetyl butyrate . ... __ 9621
(20) Dipipanone - L. ioo. .o 9622
(21) Ethylmethylthiambutene ...... 9623
(22) Etonitazene .ooaecoccocooooo 0624
(23) Etoxeridine oo commcimacnas 9625
(24) Furethidine oo 9626
(25) Hydroxypethidine . . .. .. _. 9627
(26) Ketobem!done «.cecemeoocaeacoa 9628
(27) Levomoramide .. ccocoaeceeno-o 9629
(28) Levophenacylmorphan .. - 9631
(29) Morpheridine _._... - 9632
(30) Noracymethadol - 9633
(31) Norlevorphanol v oo 9634
(32) Normethadone - oo o 9635
(83) - NUFIPINIONE. <o da—s e tert 9636
(84) PhenadoXOne .o cacacae 9637
(35) Phenampromide ... ... __ 9638
(86) Phenomorphan ... ________ 9647
(37) Phenoperidine - coccooaao 9641
(88) Piritramide

(39) Proheptazine

(40) Properidine

(41) Racemoramide - ccocoeooon 9645
(42) Trimeperidine weecceaaoeaeo_ o 0646

(¢) Opium derivatives. Unless specifi-
cally excepted or unless listed in another
schedule, any of the following opium de-
rivatives, its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers is
possible within the specific chemical
designation:

(1) Acetorpbing ..o ool 8319
(2) Acetyldihydrocodeine ... .____ 9051
(3) Benzylmorphine - _____..___ 9052
(4) Codeine methylbromide.._______ 92070
(5) Codeine-N-Oxide - - ... 9053
(6) Cyprenorphine

(7) Desomorphine ...

(8) Dihydromorphine __

($2 0 17575 0 v N T

(20 ) D A O o el e i e e

(11) Hydromorphinol - ____________ 9301
(12) Methyldesorphine ... .. .. 9302
(13) Methyldihydromorphine _______ 9304
(14) Morphine methylbromide.__..__ 9305
(15) Morphine methylsulfonate. ... 9306
(16) Morphine-N-Oxide oo ... 9307
) MO S e e 9308
(18) NicocodeiNe --voeee e 9309
(19) Nicomorphine . .. . ___ 9312
(20) Normorphine . . 9313

(21)
(22)

Pholcodine
Thebacon

7803

(d) Hallucinogenic substances, Unless
specifically excepted or unless listed in
another schedule, any material, com-
pound, mixture, or preparation, which
contains any quantity of the following

hallucinogenic substances,

or which

contains any of its salts, isomers, and
salts of isomers whenever the existence
of such salts, isomers, and salts of iso-
mers is possible within the specific chem-
ical designation (for purposes of this
paragraph only, the term “isomer” in-
cludes the optical, position, and
metric isomers) :

(1)
(2)

(3)
(4)

(5

~

(6)

(7)

(8)

(9)
(10)
(11)
(12)
(18)
(14)
(15)
(16)
(7)

3,4-methylenedioxy ampheta~
mine
5 - methoxy - 3,4-methylenedioxy
amphetamine
3,4,6-trimethoxy amphetamine..
BUIOLHHING eSS L BT
Some trade and other names:
3~ (f-Dimethylaminoethyl) -
5 - hydroxyindole; 3 - (2 - di-
methylaminoethyl) - 6-indo-
lol; NN - dimethylserotonin;
S-hydroxy - N-dimethyltryp-
tamine; mappine.
Diethyltryptamine ....__._____
Some trade and other names:
N N-Diethyltryptamine; DET.
Dimethyltryptamine
Some trade or other names:
DMT
4-methyl-2,5-dimethoxyamphet-
Ry e L e SR
Some trade and other names:
4 - methyl - 2,5 - dimethoxy-
« - methylphenethylamine;
“DOM"; and “STP”.
Ibogaine
Some trade and other names:
7 - Ethyl - 6,6,7,8,9,10,12,13-
octahydro - 2 - methoxy-6,9-
methano-5H-pyrido (17,2°:1,2
azepino 4,5-b) indole; taber-
nanthe iboga.
Lysergic acid diethylamide. . ____
Marihuana

in o) HE o G| i B 8
N-ethyl-3-piperidyl benzilate___
N-methyl-3-piperidyl benzilate..
Psilocybin
Psilocyn
Tetrahydrocannahinols
Synthetic equivalents of the
substances contained in the
plant, or in the resinous ex-
tractives of Cannabis, sp.
and/or synthetic substances,
derivatives, and their Isomers
with similar chemical struc-
ture and pharmacological ac-
tivity such as the following:

A* cis or trans tetrahydro-
cannabinol, and their
optical isomers.

A* cis or trans tetrahydro-
cannabinol, and their
optical isomers.

474 cis or trans tetrahydro-
cannabonil tetrahydro~
cannabinol, and its op-
tical isomers.

(Since nomenclature of
these substances is not in-
ternationally standardized,
compounds of these struc-
tures, regardless of nu-
merical designation of
atomic positions are cov-
ered.)
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7401
7390
7433

T434

7435

7395

7260

7315
7360
7381
7415
7482
7484
7437
7438
7370
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§ 308.12 Schedule I1.

(a) Schedule II shall consist of the drugs
and other substances, by whatever official
name, common or usual name, chemical
name, or brand name designated, listed in
this section. Each drug or substance has been
assigned the Controlled Substances Code
Number set forth opposite it.

(b) Substances, vegetable origin or chem-
ical synthesis. Unless specifically excepted or
unless listed in another schedule, any of the
following substances whether produced
directly or indirectly by extraction from
substances of vegetable origin, or independ-
ently by means of chemical synthesis, or by
a combination of extraction and chemical
synthesis:

(1) Opium and oplate, and any salt, com=
pound, derivative, or preparation of opium
or opiate, including the following:

(1) Raw opium..__.
(i1) Opium extracts
(iii) Opium fluid extracts...
(iv) Powdered opium. ... ...
(v) Granulated oplum.._._.
(vi) Tincture of opium.....
(vil) Apomorphine
(viii) Codeine
(ix) Ethylmorphine
(x) Hydrocodone
(xt) Hydromorphone
(xii) Metopon
(xiil) Morphine
(xiv) Oxycodone
(xv) Oxymorphone
(xvi) Thebaine

(2) Any salt, compound, derivative, or
preparation thereof which is chemically
equivalent or identical with any of the sub-
stances referred to in subparagraph (1) of
this paragraph, except that these substances
shall not include the isoquinoline alkaloids
of opium.

(3) Opium poppy and poppy straw.

(4) Coca leaves (9040) and any salt, com-
pound, derlvative, or preparation of coca
leaves, and any salt, compound, derivative,
or preparation thereof which is chemically
equivalent or identical with any of these
substances, except that the substances shall
not Include decocainized coca leaves or ex-
traction of coca leaves, which extractions do
not contain cocaine (9041) or ecgonine
(9180).

(c) Opiates. Unless speclfically excepted or
uniess in another schedule any of the fol-
lowing opiates, including its isomers, esters,
ethers, salts and salts of isomers, esters and
ethers whenever the existence of such
isomers, esters, ethers, and salts is possible
within the specific chemical designation:

(1) Alphaprodine
(2) Anileridine
(3) Bezitramide .- oo
(4) Dihydrocodeine
(5) Diphenoxylate
(6) Fentanyl
(7) Isomethadone __.._____.._
(8) Levomethorphan
(9) Levorphanol
(10) Metazocine
(11) Methadone
(12) Methadone-Intermediate, 4-cy-

ano-2-dimethylamino - 4,4 - di-
phenyl butane ..o ___
Moramide-Intermediate, 2-meth-
yi-8-morpholino-1, 1-diphenyl-
propane-carboxylic acld______.
Pethidine
Pethidine-Intermediate-A, 4-cy-
ano-l-methyl-4 - phenylpiperi-
dine

9254
(13)

9802
(14) 9230

(15)

(16) Pethidine-Intermediate-B, ethyl-

FEDERAL
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(17) Pethidine -~ Intermediate - C, 1=
methyl-4-phenylpiperidine - 4«

CArDOXVUC RN e o R nnne 9234

(18) Phenazocine .... 97156
(19) Piminodine ... .. ... 9730
(20) Racemethorphan 9732
(21) Racemorphan .- --ccccocmcana 9738
(d) Methamphetamine, TUnless specifi-

cally excepted or unless listed in another
schedule, any injectable liquid which con-
tains any quantity of methamphetamine, in-
cluding its salts, isomers, and salts of iso-
mers 1400

§ 308.13 Schedule III.

(a) Schedule III shall consist of the drugs
and other substances, by whatever official
name, common or usual name, chemical
name, or brand name designated, listed in
this section. Each drug or substance has been
assigned the Bureau Controlled Substances
Code Number set forth opposite it.

(b) Stimulants. Unless specifically ex-

" cepted or unless listed In another schedule,

any material, compound, mixture, or prep-
aration which contains any quantity of the
following substances having a stimulant ef-
fect on the central nervous system:

(1) Amphetamine, its salts, optical
isomers, and salts of its opti

0107 gt MBS R S S S )
(2) Phenmetrazine and its salts.... 1630
(3) Any substance (except an inject-

able liquid) which contains any

quantity of methamphetamine,

including its salts, isomers, and

salts of iSomers . -——--—cccaemeea 1105
(4) Methylphenidate ... ... 1726

(¢) Depressants. Unless specifically ex-
cepted or unless listed in another schedule,
any material, compound, mixture, or prep-
aration which contains any quantity of the
following substances having a depressant
effect on the central nervous system:

(1) Any substance which contains
any gquantity of a derivative of
barbituric acld, or any salt of

a derivative of barbituric acid. 2100

{3) LOHICTROXMHOL o e e vt o Stk 2510
(3) Glutethimide 2560
(4) Lysergic acidecceeocameeeae. 7300
(6) Lysergic acid amide-.__.___.___ 7310
(6) Methyprylon ..o _o___... 25675
(7) Phencyclidine ... oo o 7471
(8) Sulfondiethylmethane ____ . ..._ 2600
(9) Sulfonethylmethane ________.___ 2605
(10) Sulfonmethane —_______________ 2610
(Q) = NalorpRANA) - oo e dn o 9400

(e) Narcotics drugs. Unless specifically ex-
cepted or unless listed in another schedule,
any material, compound, mixture, or prep-
aration containing limited quantities of any
of the following narcotic drugs, or any salts
thereof:

(1) Not more than 18 grams of
codeine per 100 milliliters and
not more than 80 milligrams per
dosage unit, with an equal or
greater quantity of an isoquino-
line alkaloid of oplum.________

(2) Not more than 18 grams of
codeine per 100 milliliters and
not more than 90 milligrams per
dosage unit, with one or more
active, nonnarcotic ingredients
in recognized therapeutic
AMOMNLE o n e e i

(3) Not more than 300 milligrams of
dihydrocodeinone per 100 mil«
liliters and not more than 15
milligrams per dosage unit, with
a fourfold or greater quantity of
an isoquinoline alkaloid of
D T e e o e b o e e peb el

9803

9804

(4) Not more than 300 milligrams of
dihydrocodeinone per 100 milli-
liters and not more than 15
milligrams per dosage unit, with
one or more active, nonnarcotic
ingredients in recognized thera-
peutic amounts_ o _____
(6) Not more than 1.8 grams of di-
hydrocodeine per 100 milli-
liters and not more than 90
milligrams per dosage unit, with
one or more active, nonnarcotic
ingredients in recognized thera-
peutic amounts_ . _______
(6) Not more than 300 milligrams of
ethylmorphine per 100 milli-
liters and not more than 15
milligrams per dosage unit, with
one or more active, nonnarcotic
ingredients in recognized thera-
peutic amounts. ... _____
(7) Not more than 500 milligrams of
oplum per 100 milliliters or per
100 grams and not more than 25
milligrams per dosage unit, with
one or more active, nonnarcotic
ingredients in recognized thera~
peutic amounts. . ____
(8) Not more than 50 milligrams of
morphine per 100 milliliters or
per 100 grams and not more
than 2.5 milligrams per dosage
unit, with one or more active,
nonnarcotic ingredients in rec-
ognized therapeutic amounts..

§ 308.14 Schedule IV.

(a) Schedule IV shall consist of the
drugs and other substances, by what-
ever official name, common or usual
name, chemical name, or brand name
designated, listed in this section. Each
drug or substance has been assigned the
Bureau Controlled Substances Code
Number set forth opposite it.

(b) Depressants. Unless specifically
excepted or unless listed in another
schedule, any material, compound, mix-
ture, or preparation which contains any
quantity of the following substances, in-
cluding its salts, isomers, and salts of
isomers whenever the existence of such
salts, isomers, and salts of isomers I5
possible within the specific chemical
designation:

98068

9807

9808

9809

9810

) B e e L e 2145
(2) Chloral betaine. . ----_-——---- 2460
(3) Chloral hydrate____ - 2485
(4) Ethchlorvynol - cceoeeea- 2540
(5) Ethinamate .- - ccoooecaun 2546
(6) Methohexital - - ccceocenm- 2264
(7) Meprobamate - - -ccoueu-v 2820
(8) Methylphenobarbital —...c——--- 2250
(9) Paraldehyde - - ooooeumn 2585
(10) Petrichloral’ - coeaee- 2591
(11) Phenobarbital - - cccoem- 2285
§ 308.15 Schedule V.

(a) Schedule V shall consist of thg
drugs and other substances, by whateve!
official name, common or usual name,
chemical name, or brand name desig-
nated, listed in this section.

(b) Narcotic drugs containing non-
narcotic active medicinal ingredients.
Any compound, mixture, or preparation
containing any of the following limzteq
quantities of narcotic drugs or salts
thereof, which shall include one or {1101‘9
nonnarcotic active medicinal ingredients
in sufficient proportion to confer upon
the compound, mixture, or preparation
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valuable medicinal qualities other than
those possessed by the narcotic drug
lone:

: (1) Not more than 200 milligrams of
codeine per 100 milliliters or per 100
grams and not more than 10 milligrams
per dosage unit,

(2) Nor more than 100 milligrams of
dihydrocodeine per 100 milliliters or per
100 grams and not more than 5 milli-
grams per dosage unit.

(3) Not more than 100 milligrams of
ethylmorphine per 100 milliliters or per
100 grams and not more than 5 milli-
grams per dosage unif.

(4) Not more than 2.5 milligrams of
diphenoxylate and not less than 25 mi-
crograms of atropine sulfate per dosage
unit. -

(5) Not more than 100 milligrams of
opium per 100 milliliters or per 100 grams
and not more than 5 milligrams per
dosage unit,

EXcLUunED NONNARCOTIC SUBSTANCES

§308.21 Application for exclusion of a
nonnarcotic substance.

(a) Any person seeking to have any

nonnarcotic substance which may, under

RULES AND REGULATIONS

the Federal Food, Drug, and Cosmetic
Act (21 US.C, 301), be lawfully sold over
the counter without a prescription, ex-
cluded from any schedule, pursuant to
section 201(g) (1) of the Act (21 US.C.
811(g) (1)), may apply to the Director,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Washing-
ton, D.C. 20537.

(b) An application for an exclusion
under this section shall be handled by
the Director, in determining whether the
substance shall be excluded, in the man-
ner prescribed for petitions to classify a
substance on a schedule set forth in
§§ 308.41-308.49 of this chapter,

§ 308.22 Excluded substances.

The following nonnarcotic substances
which may, under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301),
be lawfully sold over the counter with-
out a prescription, are excluded from all
schedules pursuant to section 201(g) (1)
of the Act (21 U.S.C. 811(g)(1)):

Trade name or other
designation

Camposition

Manufacturer or supplier

Amodring,....oeeeeeeeee....... Tablet: Phenobarbital, 8 mg.; sminophylline, 100 G, D. Searie & Co.
mg.; racephedrine hydrochloride, 25 mg.

TNkl ... L e Tablet: Phenobarbital, 8 mg.; ephedrine sulfate, 24 . Drew Pharmacal Co., Ine,
mg.; glyceryl guaiacolate, 100 mg.; theophylline,
100 mg.; thenyldiamine, 10 mg.

Bronkolxir. .. vsieiaiioiaans Elixir (5 ¢0): Phenobarbital, 4 mg.; ephedrinesulfate, Breon Laboratories Ing,

12mg.; glyceril guaiacolate, 50 mg.; theophyliine,

16 mg,; chlor

mg.; glyceryl

Tablet: Phenobar

eniramine maleate, 1 mg,
Tablet: Phenobarbital, 8 mg.; ephedrine sulfate, 24
incolate, 100 mg,; theophylline,

Do,

100 mg.; thenyldiamine, 10 mg.

Packet: Diethyl Barbituric Acid, 1.84 gm.; sodium
dinthyl barbiturate, 10,30 gm. (for use with Beck-
man Model R paper eleetrophoresis system).

Packet: Diethyl Barbituric
disthyl barbiturate, 15,40 gm. (for use with Beck
man Model R pa¥cr eleotrophoresis system),

bital, 3¢ gr.; ephedrine, 3§ gr ... Whitehall Laboratories,

Tablot: Phenobarbital, 8 mg.; theophylline, 130 mg.;
ef)hedrlne hydrochloride, 24 mg.

Tablet: Phenobarbital, 8 mg.; chlorpheniramine Do,

Spinco Divlsion, Beckman
Instruments; Inc,
cid, 2.76 gm.; sodinm Do.

Warner-Ohilcott
Laboratories,

maleate, 2 mg.; theophylline, 130 mg.; ephedrine

hydrochloride, 24 m

.
Tedral one-half strength_. ... Tablet: Phenobarbitut 4 mg.; theophylline, 65 mg.; Do.
Tedral ephadring hydrochloride, 12 m:i.
edral Pediatric Suspension. .. Suspension (b ee): Phenobarbital, 4 mg.; ephedrine Do:
Ted hydrochloride, 12mg.; theophylline, 65 mg.
edral suppositories double Sappository: Phenobarbital, 16 mg.; theophylline, Do.
T-‘"'-‘“ﬂ"lv 260 mg,; ephedrine hydrachloride, 48 mg.
wlral suppositories regular Buppository: Phenobarbital, 8 mg.; theophylline, Do
v strength, 130 mg.; ephedrine hydrochloride, 24 mg.
mequad. ... sl Tablet: Phenobarhital, 8 mg.; theophyiline calelum Knoll Pharmaceutical Co,

salicylate, 130 mg.; ephedrine hydrochloride, 24

Veroquad._.__.___.._.

mg.; glyceryl gualacoiate, 100 1mg,
enewune Buspension (5 ec): Phenobarbital, 4 mg.; theophyl-

Dao.

line calghum salieylate, 656 mg.; ephedrine hydro-
chloride, 12 mg.; glyceryl gualacolate, 50 mg.

—

EXCEPTED STIMULANT OR DEPRESSANT
CoMPOUNDS

§303J‘}l Application for exception of a
stimulant or depressant compound.

(8) Any person seeking to have any
tompound, mixture, or preparation con-
;‘t“nmg any depressant or stimulant sub-
Lance listed in § 308.13 (b) or (c), or in
§308.14, or in § 308.15, excepted from

the application of all or any part of the
Act, pursuant to section 202(d) of the
Act (21 US.C. 812(d)), may apply to
the Director, Bureau of Narcotics and
Dangerous Drugs, Department of Jus-
tice, Washingtin, D.C. 20537, for such
exception,

(b) An application for an exception
under this section shall contain the fol-
lowing information:

7805

(1) The complete quantitative compo-
sition of the dosage form.

(2) Description of the unit dosage
form together with complete labeling.

(3) A summary of the pharmacology
of the product including animal inves-
tigations and clinical evaluations and
studies, with emphasis on the psychic
and/or physiological dependence liability
(this must be done for each of the active
ingredients separately and for the com-
bination produet).

(4) Details of synergisms and antag-
onisms among ingredients.

(5) Deterrent effects of the noncon-
trolled ingredients.

(6) Complete copies of all literature
in support of claims.

(7) Reported instances of abuse.

(8) Reported and anticipated adverse
effects.

(9) Number of dosage units produced
for the past 2 years,

(c) An application for an exception
under this section shall be handled in
the manner prescribed for petitions to
classify a substance on any schedule set
forth in §§ 308.41-308.49 of this chapter.

§ 308.32 Excepted compounds.

(a) Until criteria are adopted by the
Bureau by which the Director may de-
termine whether to except any com-
pound, mixture, or preparation contain-
ing any depressant or stimulant
substance listed in § 308.13 (b) or (¢), or
in § 308.14, or in § 308.15, from the ap-
plication of all or any part of the Act
pursuant to section 202(d) of the Act
(21 U.S.C. 812(d)), the drugs set forth in
paragraph (b) of this section have been
excepted by the Director from applica-
tion of the sections 305, 307, 308, and
309 of the Act (21 U.S.C, 825, 827-9,
952-4), 1002, 1003, and 1004 for adminis-
trative purposes only. The excepting of
these drugs by the Director should not
he construed as an adoption or rejec-
tion of the criteria by which these
drugs were originally excepted. Any
deviation from the quantitative com-
position of any of the listed drugs shall
require a petition for exception in order
for that drug to be excepted.

(b) The following drugs in dosage unit
form, and any other drug of the quanti-
tative composition shown below for one
of the following drugs or which is the
same except that it contains a lesser
quantity of controlled substances or
other substances which do not have a
stimulant, depressant, or hallucinogenic
effect, and which are restricted by law
to dispensing on prescription, are ex-
cepted from the application of sections
305, 307, 308, 309, 1002, 1003, and 1004
of the Act (21 U.S.C. 825, 827-9, 8562-4) :
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RULES AND REGULATIONS

Trade name or other Composition Manufacturer or supplier
designation
;‘T\., 1126 R w3 Capsule; Pentobarbital sodium, 15 mg.; extract bel- The Zemmer Co. 4
Vi ladonna, 10 mg.
RE NG 41480 e mnes s e Capsule: Phenobarbital, ¥ gr.; aminophylline, 1.5 Do.
o gr.; potassinm fodids, 1 g
R N 18 ey Tablet: Phenobarbital, 14 gr.; atropine sulfate, o0 Do.
gr.
CERN O T Ll e Tablet: Phenobarbital, 1% gr.; atroplne sulfste, Yoo Do.
) gr.; aluminum bydroxide gel. 334 gr.; kaolin, 3%% gr.
g N0 BT0 B nn s e Tablet: Phenobarbital, 14 gr.; atropine sulfate, Ysoo Do,
gr.; calclum carbonate, 10 gr.
R N0 4186, . et o o Capsule: Sodium butabarbital, 15 mg.; belladonna Da.
extract, 15 mg.
HEARINGS section 201 of the Controlled Substances Act.
Attached hereto and constituting a part
§308.41 Hearings generally. of this petition are the following:

In any case where the Director shall
hold a hearing on the issuance, amend-
ment, or repeal of rules pursuant to sec-
tion 201 of the Act, the procedures for
such hearing and accompanying pro-
ceedings shall be governed generally by
the rule making procedures set forth in
the Administrative Procedure Act (5
US.C. 551-559) and specifically by see-
tion 201 of the Act (21 U.S.C. 811), by
§§308.42-308.51, and by §§ 316.41-316.67
of this chapter.

§308.42 Purpose of hearing.

If requested by any interested person
after proceedings are initiated pursuant
to §308.44, the Director shall hold a
hearing for the purpose of receiving fac-
tual evidence regarding the issues in-
volved in the denial, revocation, or sus-
pension of any registration, and the
granting of any application for registra-
tion, and the granting of any application
for registration to manufacture in bulk
a basic class of controlled substance
listed in schedule I or II. Extensive argu-
ment should not be offered into evidence
but rather presented in opening or clos-
ing statements of counsel or in memo-
randa or proposed findings of fact and
conclusions of law.

§308.43 Waiver or modification of rules,/

The Director or the presiding officer
(with respect to matters pending before
him) may modify or waive any rule in
this part by notice in advance of the
hearing, if he determines that no party
in the hearing will be unduly prejudiced
and the ends of justice will thereby be
served. Such notice of modification or
Waiver shall be made a part of the record
of the hearing.

§308.44 TInitiation of proceedings for
rule making.

(a) Any interested person may submit
& petition to initiate proceedings for the

uance, amendment, or repeal of any

€ or regulation issuable pursuant to
the provisions of section 201 of the Act.

(b) Petitions shall be submitted in
Quintuplicate to the Director in the
following form:

(Date)

Dmecror, Bureaw or NArcOTICS
AND DANGEROUS DRUGS

Department of Justice,

Washington, D.C. 20537,

he?:‘“} Sm: The undersigned ...
ceem)& petitions the Director to initiate pro-
renae 28 for the issuance (amendment or

Peal) of a rule or regulation pursuant to

(A) The proposed rule in the form pro-'

posed by the petitioner. (If the petitioner
seeks the amendment or repeal of an existing
rule, the existing rule, together with a refer~
ence to the section in the Code of Federal
Regulations where it appears, should be
included.)

(B) A statement of the grounds which the
petitioner relies for the issuance (amend-
ment or repeal) of the rule. (Such grounds
shall include a reasonably concise statement
of the facts relied upon by the petitioner,
including a summary of any relevant medical
or scientific evidence known to the
petitioner.)

All notices to be sent regarding this peti-
tion should be addressed to:

(City and State)
Respectfully yours,

(Signature of petitioner)

(¢) Within a reasonable period of time
after the receipt of a petition, the Direc-
tor shall notify the petitioner of his ac-
ceptance or nonacceptance of the peti-
tion, and if not accepted, the reason
therefor. The Director need not accept a
petition for filing if any of the require-
ments prescribed in paragraph (b) of
this section is lacking or is not set forth
so as to be readily understood. If peti-
tioner desires, he may amend the peti-
tion to meet the requirements of para-
graph (b) of this section. If accepted for
filing, a petition may be denied by the
Director within a reasonable period of
time thereafter if he finds the grounds
upon which the petitioner relies are not
sufficient to justify the initiation of
proceedings.

(d) The Director shall, before initiat-
ing proceedings for the issuance, amend-
ment, or repeal of any rule either to con-
trol a drug or other substance, or to
transfer a drug or other substance from
one schedule to another, or to remove a
drug or other substance entirely from
the schedules, and after gathering the
necessary data, request from the Secre-
tary a scientific and medical evaluation
and the Secretary’s recommendations as
to whether such drug or other substance
should be so controlled, transferred, or
removed as a controlled substance, The
recommendations of the Secretary to the
Director shall be binding on the Director
as to such scientific and medical mat-
ters, and if the Secretary recommends
that a drug or other substance not be
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controlled, the Director shall not control
that drug or other substance.

+ (e) If the Director determines that
the scientific and medical evaluation and
recommendations of the Secretary and
all other relevant data constitute sub-
stantial evidence of potential for abuse
such as to warrant control or additional
control over the drug or other substance,
or substantial evidence that the drug or
other substance should be subjected to
lesser control or removed entirely from
the schedules, he shall initiate proceed-
ings (or control, transfer, or removal as
the case may be).

(f) If and when the Director deter-
mines to initiate proceedings, he shall
publish in the FEDERAL REGISTER general
notice of any proposed rule making to
issue, amend, or repeal any rule pursuant
to section 201 of the Act. Such published
notice shall include a statement of the
time, place, and nature of any hearings
on the proposal in the event a hearing
is requested pursuant to § 308.45. Such
hearings may not be commenced until
after the expiration of at least 30 days
from the date the general notice is pub-
lished in the FepEraL REGISTER. Such
published notice shall also include a
reference to the legal authority under
which the rule is proposed, a statement
of the proposed rule, and, in the discre-
tion of the Director, a summary of the
subjects and issues involved.

(g) The Director may permit any in-
terested persons to file written comments
on or objections to the proposal and shall
designate in the notice of proposed rule
making the time during which such fil-
ings may be made,

§ 308.45 Request for hearing or appear-
ance s waiver.

(a) Any interested person desiring a
hearing on a proposed rule making,
shall, within 30 days after the date of
publication of notice of the proposed
rule making in the FepErRAL REGISTER,
file with the Director a written request
for a hearing in the form prescribed in
§ 316.42 of this chapter.

(b) Any interested person may, within
the period permitted for filing a request
for a hearing, file with the Director a
waiver of an opportunity for a hearing or
to participate in a hearing, together with
a written statement regarding his posi-
tion on the matters of fact and law in-
volved in such hearing. Such statement,
if admissible, shall be made a part of the
record and shall be considered in light
of the lack of opportunity for cross-
examination in determining the weight
to be attached to matters of fact asserted
therein.

(¢c) If any interested person fails to
file a request for a hearing, or if he so
files and fails to appear at the hearing,
he shall be deemed to have waived his
opportunity for the hearing or to par-
ticipate in the hearing, unless he shows
good cause for such failure.

(d) If all interested persons waive or
are deemed to waive their opportunity
for the hearing or to participate in the
hearing, the Director may cancel the
hearing, if scheduled, and issue his final
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order pursuant to §308.48 without a
hearing.

§ 308.46 Burden of proof.

At any hearing, the proponent for the
issuance, amendment, or repeal of any
rule or regulation shall have the burden
of proof.

§ 308.47 Time and place of hearing.

The hearing will commence at the
place and time designated in the notice
of proposed rule making published in the
FepERAL REGISTER but thereafter it may
be moved to a different place and may be
continued from day to day or recessed
to a later day without notice other than
announcement thereof by the presiding
officer at the hearing.

§ 308.48 Final order.

As soon as practicable after the pre-
siding officer has certified the record to
the Director, the Director shall cause to
be published in the FEDERAL REGISTER
his order in the proceeding, which shall
set forth the final rule and the findings
of fact and conclusions of law upon which
the rule is based. This order shall specify
the date on which it shall take effect,
which shall not be less than 30 days from
the date of publication in the FEepErAL
ReEecISTER unless the Director finds that
conditions of public health or safety
necessitate an earlier effective date, in
which event the Director shall specify
in the order his findings as to such
conditions.

§ 308.49 Control required under inter-
national treaty.

Pursuant to section 201(d) of the Act
(21 US.C. 811(d)), where control of a
substance is required by U.S. obligations
under international treaties, conventions,
or protocols in effect on May 1, 1971, the
Director shall issue and publish in the
FepERAL REGISTER an order controlling
such substance under the schedule he
deems most appropriate to carry out
obligations. Issuance of such an order
shall be without regard to the findings
required by subsections 201(a) or 202(b)
of the Act (21 U.S.C. 811(a) or 812(b))
and without regard to the procedures
prescribed by § 308.41 or subsections 201
(a) and (b) of the Act (21 U.S.C. 811 (a)
and (b)). An order controlling a sub-
stance shall become effective 30 days from
the date of publication in the FEDERAL
REGISTER, unless the Director finds that
conditions of public health or safety
necessitate an earlier effective date, in
which event the Director shall specify in
the order his findings as to such condi-
tions.

§ 308.50 Control of immediate precur-
SOrs.

Pursuant to section 201(e) of the Act
(21 US.C. 8l11(e)), the Director may,
without regard to the findings required
by-subsection 201(a) or 202(b) of the Act
(21 US.C. 811(a) or 812(b)) and without
regard to the procedures prescribed by
§ 308.41 or subsections 201 (a) and (b)
of the Act (21 U.S.C. 811 (a) and (b)),
issue and publish in the FEDERAL REGIS-
TER an order controlling an immediate
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precursor. The order shall designate the
schedule in which the immediate pre-
cursor is to be placed, which shall be the
same schedule in which the controlled
substance of which it is an immediate
precursor is placed or any other
schedule with a higher numerical desig-
nation. An order controlling an imme-
diate precursor shall become effective 30
days from the date of publication in the
FeperaL REecIsTER, unless the Director
finds that conditions of public health or
safety necessitate an earlier effective
date, in which event the Director shall
specify in the order his findings as to
such conditions.

§ 308.51 Pending proceedings.

All administrative proceedings pend-
ing before the Bureau on the effective
date of this Part, including the matter
of listing chlordiazepoxide and its salts
and diazepam as drugs subject to con-
trol under the Drug Abuse Control
Amendments of 1965, shall be continued
and brought to final determination in
accord with the laws and regulations in
effect prior to such effective date.

PART 311—REGISTRATION OF IM-
PORTERS AND EXPORTERS OF
CONTROLLED SUBSTANCES

GENERAL INFORMATION
Sec.
311.01 Scope of Part 311,
311.02 Definitions.
311.03 Information; special instructions.

FEES FOR REGISTRATION AND REREGISTRATION

311.11 Fee amounts,
811.12 Time of payment; refund.

REQUIREMENT OF REGISTRATION

311.21
311.22

Person required to register.

Separate registration for independ-
ent activities.

Separate registrations for separate
locations.

Exemption of
personnel.

Exemption of
officials.

Exemption for ocean vessels.

Exemption for commercial aircraft.

Exemptions for personal medical use.

311.23

311.24 certain military

311.25 law enforcement
311.26
311.27

311.28
APPLICATIONS FOR REGISTRATION

31131 Time for application for registration;
expiration date.

311.32 Application forms; contents; signa-
ture.

311.33 Filing of application; acceptance for
filing; additional information;
amendments to and withdrawals
of applications,

ACTION ON APPLICATIONS FOR REGISTRATION:
REVOCATION OR SUSPENSION OF REGISTRATION

31141 Administrative review generally.

31142 Application for importation of
schedule I and II substances.

Certificate of registration; denial of
registration,

Suspension or revocation of regis-
tration.

Suspension of registration pending
final order.

Extension of registration pending
final order,

Order to show cause,

31143
311.44
811.45
31146
811.47

HEARINGS

Sec.

311.51 Hearings generally.

811,62 Hearings on application for impor
tation of schedule I and JI
substances,

31153 Burden of proof.

AvutHoORITY: The provisions of this Par
311 issued wunder secs:. 1008, 1007, 1008
501(b), 84 Stat. 1288, 1289, 1271; 21 USC,
956, 957, 958, 871(b).

GENERAL INFORMATION
§ 311.01 Scopeof Part 311.

Procedures governing the registration
of importers and exporters of controlled
substances pursuant to sections 1007 and
1008 of the Act (21 U.S.C. 957-958) are
set forth generally by those sections and
specifically by the sections of this part.

§311.02 Definitions.

As used in this part, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat, 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stal.
1285; 21 U.S.C. 951).

(b) The term “customs territory of the
United States” means the several States,
the District of Columbia, and Puerto
Rico.

(c) The term “export” means, with
respect to any article, any taking out or
removal of such article from the juris-
diction of the United States (whether or
not such taking out or removal consti-
tutes an exportation within the meaning
of the customs and related laws of the
United States).

(d) The term “exporter” includes every
person who exports, or who acts as an
export broker for exportation of, con-
trolled substances listed in schedules I
through IV.

(e) The term “hearing” means any
hearing held pursuant to this part for the
granting, denial, revocation or suspen-
sion of a registration pursuant to section
1008 of the Act (21 U.S.C. 958).

(f) The term “import” means, with
respect to any article, any bringing i
or introduction of such article into either
the jurisdiction of the United States of
the customs territory of the United
States, and from the jurisdiction of the
United States into the customs territory
of the United States (whether or not
such bringing in or introduction consti-
tutes an importation within the meaning
of the tariff laws of the United States!.

(g) The term “importer” includes
every person who imports, or who aﬁf-‘
as an import broker for importation 0%
controlled substances listed in any
schedule.

(h) The term “jurisdiction of th.P
United States” means the customs e
ritory of the United States, the Virgll
Islands, the Canal Zone, Guam, Amen;
can Samoa, and the Trust Territories 0
the Pacific Islands. o5

(i) The terms “register” and "regs
tration” refer only to registration _re}
quired and permitted by section 1007 ©
the Act (21 U.S.C. 957). ]

(i) The term “registrant” means anz
person who is registered pursuant U
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either section 303 or section 1008 of the
Act (21 U.S.C. 823 or 958).

(k) Any term not defined in this sec-
tion shall have the definition set forth
in section 1001 of the Act (21 US.C.
g51) or §301.02 of this chapter.

§311.03 Information; special instruc-
tions.

Information regarding procedures un-
der these rules and instructions supple-
menting these rules will be furnished
upon request by writing to the Registra-
tion Branch, Bureau of Narcotics and
pangerous Drugs, Department of Jus-
tice, Post Office Box 28083, Central Sta-
tion, Washington, D.C. 20005.

FEES FOR REGISTRATION AND
REREGISTRATION

§311.11 Fee amounts.

(a) For each registration or reregis-
tration to import controlled substances,
the registrant shall pay a fee of $25.

(h) For each registration or reregis-
tration to export controlled substances,
the registrant shall pay a fee of $25.
§311.12

Registration and reregistration fees
shall be paid at the time when the appli-
cation for registration or reregistration
is submitted for filing. Payment should
be made in the form of personal, certified
or cashier's check or money order made
payable to “Bureau of Narcotics and
Dangerous Drugs.” Payments made in
the form of stamps, foreign currency, or
third party endorsed checks will not be
accepted. In the event that the applica-

Time of payment; refund.

tion is not accepted for filing or is denied, .

the payment shall be refunded.to the
applicant,

REQUIREMENTS OF REGISTRATION
§311.21  Persons required to register.

Every person who imports any con-
irolled substance, or who exports any
controlled substance listed in schedules
Ithrough IV, or who proposes to engage
i such importation or exportation, shall
hiain annually a registration unless
eempted by law or pursuant to
§§311.24-311,28. Only persons actually
€igaged in such activities are required to
obfain a registration; related or affili-
ated persons who are not engaged in
such activities are not required to be
Tegistered. (For example, a stockholder
' parent corporation of a corporation
mporting controlled substances is not
fequired to obtain a registration.)

§311.22 Separate registration for in-

dependent activities.
m'a' Every person who engages in more
ﬁ:;n O}le group of independent activi-
les, as described in §301.22 of this
5 Pier shall obtain a separate registra-
: n for each group of activities as

tuired by that section.
hs{? (; One or more controlled substances
mcludm schedules IT through V may be
i led in a single registration to en-
one by independent activity. Only
ek asic class of controlled substance
in schedule I, and no controlled
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substances listed in any other schedule,
may be included in a single registration.

§ 311.23 Separate registrations for sepa-
rate locations.

(a) A separate registration is required
for each principal place of business at
one general physical location where con-
trolled substances are imported or ex-
ported by a person.

(b) The following locations shall be
deemed not to be places where controlled
substances are imported or exported:

(1) A warehouse where controlled
substances are stored on behalf of a reg-
istered person, unless such substances
are distributed directly from such ware-
house to persons other than the regis-
tered person or persons not required to
register by virtue of subsection 1007(b)
(1) (B) (21 US.C. 957(b) (1) (B)); and

(2) An office used by agents of a reg-
istrant where sales of controlled sub-
stances are solicited, made, or supervised
but which neither contains such sub-
stances (other than substances for dis-
play purposes) nor seryes as a distribu-
tion point for filling sales orders.

§ 311.24 Exemption of certain military
personnel.

The requirement of registration is
waived for any official of the U.S. Army,
Navy, Air Force, Coast Guard, or Public
Health Service who is authorized to im-
port or export controlled substances in
the course of his official duties.

§ 311.25 Exemption of law enforcement
officials,

The requirement of registration is
waived for any officer or employee of the
Bureau, any officer of the U.S. Bureau of
Customs, any officer or employee of the
U.S. Food and Drug Administration, and
any other Federal officer who is lawfully
engaged in the enforcement of any Fed-
eral law relating to controlled substances,
drugs or customs, and is duly authorized
to possess, import or export controlled
substances in the course of his official
duties.

§ 311.26 Exemption for ocean vessels,

Owners of vessels described in § 301,28
of this chapter or in Article 32 of the
Single Convention on Narcotic Drugs,
1961, shall not be deemed to import or
export any controlled substance pur-
chased and stored in accordance with
that section.

§ 311.27 Exemption for commercial air-
eraft.

Air carriers operating aircraft de-
scribed in § 301.29 of this chapter or in
Article 32 of the Single Convention on
Narcotic Drugs, 1961, shall not be deemed
to import or export any controlled sub-
stance purchased and stored in accord-
ance with that section.

§311.28 Exemptions for personal medi-
cal use.

(a) Any individual who has in his pos-
session a controlled substance listed in
schedules II, ITI, IV, or V, which he has
lawfully obtained for his personal medi-

7813

cal use, or for administration to an ani-
mal accompanying him, may enter or
depart the United States with such sub-
stance notwithstanding sections 1002-
1005 of the Act (21 U.S.C. 952-955), pro-
viding the following conditions are met:

(1) The controlled substance is in the
original container in which it was dis-
pensed to the individual; and

(2) The individual makes a declara-
tion to an appropriate official of the U.S.
Bureau of Customs stating:

(i) That the controlled substance is
possessed for his personal use, or for an
animal accompanying him; and

(ii) The trade or chemical name and
the symbol designating the schedule of
the controlled substance if it appears on
the container label, or, if such name does
not appear on the label, the name, ad-
dress, and prescription number of the
pharmacy or practitioner who dispensed
the substance.

APPLICATIONS FOR REGISTRATION

§ 311.31, Time for application for regis-
tration ; expiration date.

(a) Any person who is required to be
registered and who is not so registered
may apply for registration at any time.
No person required to be registered shall
engage in any activity for which registra-
tion is required until the application for
registration is granted and a registration
certificate is issued by the Director.

(b) Any person who is registered may
apply to be reregistered not more than
60 days before the expiration date of
his registration.

(¢) At the time any person is first reg-
istered, he will be assigned to one of 12
groups in the same manner and with
the same effect as provided in § 301.31
of this chapter.

§ 311.32 Application forms; contents;
signature.

(a) Any person who is required to be
registered to import or export controlled
substances, and who is not so registered,
shall apply on BND Form 225. ;

(b) Any person who is registered to
import or export controlled substances,
shall apply for reregistration on BND
Form 227,

(¢) BND Form 225 may be obtained at
any regional office of the Bureau or by
writing to the Registration Branch, Bu-
reau of Narcotics and Dangerous Drugs,
Department of Justice, Post Office
Box 28083, Central Station, Washington,
DC 20005. BND Form 227 will be mailed
to each registered importer and exporter
approximately 60 days before the expira-
tion date of his registration; if any regis-
tered person does not receive such forms
within 45 days before the expiration date
of his registration, he must promptly
giye notice of such fact and request such
forms by writing to the Registration
Branch of the Bureau at the foregoing
address.

(d) Each application for registration
to import or export any basic class of
controlled substance listed in schedule
1 shall include the Bureau Controlled
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Substance Code Number for the basic
class to be covered by such registration.,

(e) Each application shall include all
information called for in the form, unless
the item is not applicable, in which case
this fact shall be indicated.

(f) Each application, attachment, or
other document filed as part of an appli-
cation, shall be signed by the applicant,
if an individual; by a partner of the ap-
plicant, if a partnership; or by an officer
of the applicant, if a corporation, associ-
ation, trust or other entity.

§ 311.33 Filing of application; accept-
ance for filing; additional informa-
tion: amendments to and withdrawals
of applications,

Applications for registration to import
or export controlled substances shall be
filed, accepted for filing, supplemented,
amended and withdrawn as provided in
§§ 301.34-301.37 of this chapter.

ACTION ON APPLICATIONS FOR REGISTRA-
TION: REVOCATION OR Suspsrgsron OF
REGISTRATION

§311.41
erally.

The Director may inspect, or cause to
be inspected, the establishment of an
applicant or registrant, pursuant to Sub-
part A of Part 316 of this chapter. The
Director shall review the application for
registration and other information gath-
ered by the Bureau regarding an appli-
cant in order to determine whether the
applicable standards of section 1008 of
the Act (21 U.S.C. 958) have been met by
the applicant.

§ 311.42 Application for importation of
schedule I and Il substances.

Administrative review gen-

(a) In the case of an application for
registration or reregistration to import
a basic class of any controlled substance
listed in schedule I or II, under the
authority of section 1002(a) (2) (B) of
the Act (21 U.S.C. 952(a) (2) (B)), the
Director shall, upon the filing of such
application, publish in the FepERAL
REGISTER & notice naming, the applicant
and stating that such applicant has
applied to be registered as an importer
of a basic class of narcotic or non-
narcotic controlled substance, which
class shall be identified. A copy of said
notice shall be mailed simultaneously
to each person registered as a bulk manu-
facturer of that basic class and to any
other applicant therefor. Any such per-
son may, within 30 days from the date
of publication of the notice in the Fep-
ERAL REGISTER, file written comments on
or objections to the issuance of the pro-
posed registration, and may, at the same
time, file a written request for a hear-
ing on the application. If a hearing is
requested, the Director shall hold a hear-
ing on the application pursuant to
§ 311.51. Notice of the hearing shall be
published in the FEpERAL REGISTER, and
shall be mailed simultaneously to the
applicant and to all persons to whom
notice of the application was mailed.
Notice of the hearing shall contain a
summary of all comments and objections
filed regarding the application and shall
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state the time and place for the hearing,
which shall not be less than 30 days
after the date of publication of such
notice in the FEbEraL REGISTER. A hear-
ing pursuant to this section may be
consolidated with a hearing held pur-
suant to § 311.43 or § 311.44.

(b) The Director shall register an ap-
plicant to import a controlled substance
listed in schedule I or II if he determines
that such registration is consistent with
the public interest and with U.S. obli-
gations under international treaties,
conventions, or protocols in effect on
May 1, 1971, In determining the public
interest, the following factors shall be
considered:

(1) Maintenance of effective controls
against diversion of particular controlled
substances and any controlled substance
in schedule I or II compounded there-
from into other than legitimate medical,
scientific research, or industrial chan-
nels, by limiting the importation and
bulk manufacture of such controlled
substances to a number of establish-
ments which can produce an adequate
and uninterrupted supply of these sub-
stances under adequately competitive
conditions for legitimate medical, scien-
tific, research, and industrial purposes;

(2) Compliance with applicable State
and local law; >

(3) Promotion of technical advances
in the art of manufacturing these sub-
stances and the development of new
substances;

(4) Prior conviction record of appli-
cant under Federal and State laws relat-
ing to the manufacture, distribution, or
dispensing of such substances;

(5) Past experience in the manufae-
ture of controlled substances, and the
existence in the establishment of effec-
tive control against diversion;

(6) That the applicant will be per-
mitted to import only:

(i) Such amounts of crude opium and
coca leaves as the Director shall find to
be necessary to provide for medical,
scientific, or other legitimate purposes;
or

(ii) Such amounts of any controlled
substances listed in schedule I or II as
the Director shall find to be necessary
to provide for the medical, scientific, or
other legitimate needs of the United
States during an emergency in which
domestic supplies of such substances are
found by the Director to be inadequate;
or

(iii) Such amounts of any controlled
substance listed in schedule I or II as
the Director shall find fo be necessary
to provide for the medical, scientific, or
other legitimate needs of the United
States in any case in which the Director
finds that competition among domestic
manufacturers of the controlled sub-
stance is inadequate and will not be ren-
dered adequate by the registration of
additional manufacturers under section
303 of the Act (21 U.S.C. 823) ; and

(7) Such other factors as may be rele-
vant to and consistent with the public
health and safety.

(¢) In determining whether the appli-
cant can and will maintain effective con-

trols against diversion within the
meaning of paragraph (b), the Director
shall consider among other factors:

(1) Compliance with. the security re.
quirements set forth in §§ 301.71-301.7
of this chapter; and

(2) Employment of security proce-
dures to guard against in-transit losse
within and without of the jurisdiction of
the United States.

(d) In determining whether competi-
tion among the domestic manufacturers
of a controlled substance is adequate
within the meaning of paragraphs (b
(1) and (6) (iii) of this section, as well
as section 1002(a) (2) (B) of the Act (21
U.S.C. 952(a) (2) (B) ), the Director shall
consider:

(1) The extent of price rigidity in the
light of changes in (i) raw materials and
other costs and (ii) conditions of supply
and demand;

(2) The extent of service and quality
competition among the domestic manu-
facturers for shares of the domestic
market including (i) shifts in market
shares and (ii) shifts in individual cus-
tomers among domestic manufacturers;

(3) The existence of substantial dif-
ferentials between (i) domestic prices
and (ii) the higher of prices generally
prevailing in foreign markets or the
prices at which the applicant for regis-
tration to import is committed to under-
take to provide such products in the
domestic market in conformity with the
Act. In determining the existence of sub-
stantial differentials hereunder, appro-
priate consideration should be given 0
any additional costs imposed on domestic
manufacturers by the requirements of
the Act and such other cost-related and
other factors as the Director may deem
relevant. In no event shall an importer’s
offering prices in the United States be
considered if they are lower than those
prevailing in the foreign market or mar-
kets from which the importer is obtain-
ing his supply;

(4) The existence of competitive ré-
straints imposed upon domestic manu-
facturers by governmental regulations;
and

(5) Such other factors as may be rele-
vant to the determinations required
under this paragraph.

(e) In considering the scope of the
domestic market, consideration shall b
given to substitute products which aré
reasonably interchangeable in terms of
price, quality and use.

(f) The fact that the number of ex
isting manufacturers is small shall not
demonstrate, in and of itself, that ade-
quate competition among them does not
exist.

§311.43 Certificate of registration;: de-
nial of registration.

(a) The Director shall issue & Certifi-
cate of Registration (BND Form 223) 0
an applicant if the issuance of registra-
tion or reregistration is required unds;
the applicable provisions of section lvo-q
of the Act (21 U.S.C. 958). In the evﬂ;*
the issuance of registration or rere_glsﬁ
tration is not required, the Director snuv
deny the application. Before denying am
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application, the Director shall issue an
order to show cause pursuant to § 311.47
and, if requested by the applicant, shall
hold & hearing on the application pursu-
ant to § 311.51, )

(h) The Certificate of Registration
(BND Form 223) shall contain the in-
formation, and shall be displayed in the
manner prescribed in § 301.44(b) of this
chapter.

§311.44 Sunspension or revocation of
registration.

(a) The Director may suspend any
registration pursuant to section 304(a)
of the Controlled Substances Act (21
USC. 824 (a)) for any period of time
he determines.

(b) The Director may revoke any reg-
istration pursuant to section 304(a) of
the Controlléd Substances Act (21 U.S.C.
824(a)).

(¢) Before revoking or suspending any
registration, the Director shall issue an
order to show cause pursuant to
§31147, and if requested by the regis-
trant, shall hold a hearing pursu-
ant to § 311.51. Notwithstanding the re-
quirements of this section, however, the
Director may suspend any registration
pending a final order pursuant to
§ 311.45.

(d) Upon service of the order of the
Director suspending or revoking regis-
tration, the registrant shall immediately
deliver his Certificate of Registration and
any order forms and import or export
permits in his possession to the nearest
office of the Bureau. The suspension or
revocation of a registration shall sus-
pend or revoke any import or export per-
mits issued pursuant to Part 312 of this
chapter. Also, upon service of the order
of the Director revoking registration, the
registrant shall, as instructed by the
Director:

(1) Deliver all controlled substances
in his possession to the nearest office of
the Bureau or to authorized agents of
the Bureau; or

(2) Place all controlled substances in
his possession under seal as described in
section 304(f) of the Controlled Sub-
stances Act (21 U.S.C. 824(f)).

(e) In the event that revocation or
suspension is limited to a particular con-
iolled substance or substances, the regis-
trant shall be given a new Certificate of
Registration for all substances not af-
fected by such revocation or suspension.
The registrant shall deliver the old reg-

iration and, if appropriate, any order
fqrms and import or export permits in

bossession to the nearest office of the
Bureau. Also, the registrant shall, as
instructed by the Director:
3 (1) Deliver to the nearest office of the
Bufeau or to authorized agents of the

Ureau all of the particular controlled
substance or substances affected by the
re»ocat,;on or suspension which are in his
bossession; or
- ( i?) Place all of such substances under
tal as described in section 304(f) of the

Controlled Substances Act (21 US.C.
824(f)) N
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§311.45 Suspension of registration

pending final order.

(a) The Director may suspend any
registration simultaneously with or at
any time subsequent to the service upon
the registrant of an order to show cause
why such registration should not be re-
voked or suspended, in any case where
he finds that there is an imminent dan-
ger to the public health or safety. If the
Director so suspends, he shall serve with
the order to show cause pursuant to
§ 311.47 an order of immediate suspen-
sion which shall contain a statement of
his findings regarding the danger to pub-
lic health or safety.

(b) Upon receipt of the order of im-
mediate suspension, the registrant shall
promptly return his Certificate of Regis-
tration and any other forms and import
or export permits in his possession to the
nearest office of the Bureau. The suspen-
sion of any registration under this sec~
tion shall suspend any import and ex-
port permits issued pursuant to Part 312
of this chapter.

(c) Any suspension shall continue in
effect until the conclusion of all pro-
ceedings upon revocation or suspension,
including any judicial review thereof,
unless sooner withdrawn by the Director
or dissolved by a court of competent
jurisdiction. Any registrant whose reg-
istration is suspended under this section
may request a hearing on the revocation
or suspension of his registration at a
time earlier than specified in the order to
show cause pursuant to § 311.47 which
request shall be granted by the Director,
who shall fix a date for such hearing
as early as reasonably possible.

§311.46 Extension of registration pend-
ing final order.

An applicant for reregistration (who is
doing business under a registration pre-
viously granted and not revoked or sus-
pended) may have the existing registra-
tion extended and continue in effect until
the date on which the Director issues
his order.on the application for reregis-
tration as provided in § 30147 of this
chapter.

§ 311.47 Order to show cause.

(a) If, upon examination of the appli-
cation for registration from any appli-
cant and ofher information gathered by
the Bureau regarding the applicant, the
Director is unable to make the deter-
minations required by the applicable pro-
visions of section 303 of the Act (21 U.S.C.
823) to register the applicant, the Direc-
tor shall serve upon the applicant an
order to show cause why the registration
should not be denied, as provided in
§ 301.48 of this chapter.

(b) If, upon information gathered by
the Bureau regarding any registrant, the
Director determines that the registra-
tion of such registrant is subject to sus-
pension or revocation pursuant to sec-
tion 304 of the Act (21 U.S.C. 824), the
Director shall serve upon the registrant
an order to show cause why the registra-
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tion should not be revoked or suspended,
as provided in § 301.48 of this chapter.

HEARINGS
§ 311.51 Hearings generally.

(a) In any case where the Director
shall hold a hearing on any registration
or application thereof, the procedures
for such hearing shall be governed gen-
erally by the adjudication procedures set
forth in the Administrative Procedure
Act (5 U.S.C. 551-559) and specifically by
section 1008 of the Act (21 U.S.C. 958),
by §§ 311.52-311.53, and by the procedure
for hearings pursuant to sections 303 and
304 of the Act (21 U.S.C. 823-824) setf
forth in §§ 301.51-301.57 of this chapter,
and by the procedures for administrative
hearings under the Act set forth in
§§ 316.41-316.00 of this chapter.

(b) Any hearing under this part shall
be independent of, and not in lieu of,
criminal prosecutions or other proceed-
ings under the Act or any other law of
the United States.

§ 311.52 Hearings on application for
importation of schedule I and II
substances.

A hearing on an application for reg-
istration to import a basic class of any
controlled substance in schedule I or II
required by § 311.42 shall be held under
the same procedures prescribed in
§§ 301.51-301.73 of this chapter for a
hearing on an application for registra-
tion to manufacture in bulk a basic class
of any controlled substance,

§ 311.53 Burden of proof.

(a) At any hearing on the granting
or denial of an applicant to be regis-
tered to import or export any controlled
substance in schedule I or II, the appli-
cant shall have the burden of proving
that the requirements for each registra-
tion pursuant to section 1008(a) of the
Act (21 U.S.C, 958(a)) are satisfied. Any
other person participating in the hear-
ing pursuant to § 311.42 shall have the
burden of proving any propositions of
fact or law asserted by him in the
hearings.

(b) At any other hearing for the de-
nial of a registration, the Bureau shall
have the burden of proving that the re-
quirements for such registration pur-
suant to section 1008(c) of the Act (21
US.C. 958(¢c)) are not satisfied.

(¢) At any hearing for the revocation
or suspension of a registration, the
Bureau shall have the burden of proving
that the requirements for such revoca-
tion or suspension to section 304(a) of
the Act (21 US.C. 824(a)) are satisfied.

PART 312—IMPORTATION AND EX-
PORTATION OF CONTROLLED SUB-
STANCES

Sec.
312,01 Scope of Part 312.
312,02 Definitions,

IMPORTATION OF CONTROLLED SUBSTANCES

312.11 Requirement of authorization to

import,

24, 1971




7816

Sec.

312,12

312.13

312,14

t.

Shipments in greater or less amount
than authorized.

Cancellation of permit; expiration
date.

Special report from importers.
312,18 Contents of import declaration.
312.19 Distribution of import declaration.

EXPORTATION OF CONTROLLED SUBSTANCES

31221 Requirement of authorization to
export. -

Application for export permit.

Issuance of export permit.

Distribution of copies of export
permit.

Expiration date.

Records required of exporter.

Contents of special controlled sub-
stances invoice,

Distribution of special controlled
substances invoice.

Domestic release prohibited.

TRANSSHIPMENT AND IN-TRANSIT
SHIPMENT OF CONTROLLED SUBSTANCES
31231 Schedule I: Application for prior

written approval,
812,32 Schedules II, IIT, IV: Advance Notice.

AvuTHORITY: The provisions of this Part 312
issued under secs. 1002, 1003, 1004, 501(b).
84 Stat. 1285, 1286, 1287, 1288, 1771, 21 US.C.
952, 953, 8564, 8T1(Db).

§ 312,01 Scope of Par1 312.

Procedures governing the importation,
exportation, transshipment and in-
transit shipment of controlled substances
pursuant to sections 1002, 1003, and 1004
of the Act (21 U.S.C. 952, 953, and 954)
are governed generally by those sections
and specifically by the sections of this
part.

§ 312.02 Definitions.

As used in this part, the following
terms shall have the meanings speci-
fied:

(a) The term “Act” means the Con-
trolled Substances Import and Export
Act (84 Stat, 1285; 21 U.S.C. 951).

(b) Any term not defined in this sec-
tion shall have the definition set forth
in sections 1001 and 102 of the Act (21
U.8.C. 951 and 802) and § 311.02 of this
chapter.

IMPORTATION OF CONTROLLED SUBSTANCES

§312.11 Reguirement of autherization
to import,

(a) No person shall import or, cause
to be imported any controlled substance
listed in schedule I or II or any narcotic
controlled substance listed in schedules
11T, IV, or V unless and until such person
is registered under the Act (or exempt
from registration) and the Director has
issued him a permit to do so pursuant
to § 312.13.

(b) No person shall import or cause
to be imported any nonnarcotic con-
trolled substances listed in schedules IIT,
IV, or V unless and until such person is
registered under the Act (or exempt
from registration) and he has filed an
import declaration to do so with the
Director at least 15 days prior to im-
portation, pursuant to § 312.18.

312.15
312.18
31217

31222
312.23
31224
312.25
312.26
312.27
312.28

312.29
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(¢c) When an import permit or decla-
ration is required, a separate permit or
declaration must be obtained for each
consignment of controlled substances to
be imported.

§312.12 Application for import permit.

(a) An application for a permit to im-
port controlled substances shall be made
on BND Form 85. BND Form 85 may be
obtained from, and shall be filed with,
the Distribution Audit Branch, Bureau of
Narcotics and Dangerous Drugs, Depart-
ment of Justice, Washington, D.C. 20537.
Each application shall show the date of
execution, the registration number of the
importer, and the name and detailed de-
scription of each of the controlled sub-
stances desired to be imported, the net
quantity of each, the anhydrous alka-
loid content in any narcotic controlled
substance to be imported, if known, the
number and size of packages or contain-
ers, the name and quantity of the con-
trolled substance contained in any
preparation, and the quantity of any
solids being given in kilograms or parts
thereof. The application shall also in-
clude the following:

(1) The name, address, and business
of the consignor, if known at the time
application is submitted, but if unknown
at that time, the fact should be indicated
and the name and address afterwards
furnished to the Director as soon as as-
certained by the importer;

(2) The foreign port of exportation
(i.e.), the place where the article will
begin its journey of exportation fo the
United States) ;

(3) The port of entry into the United
States;

(4) The latest date said shipment will
leaye said foreign port;

(6) The stock on hand of the con-
trolled substance desired to be imported;

(6) The name of the importing car-
rier or vessel (if known, or if unknown
it should be stated whether shipment will
be made by express, freight, or other-
wise, imports of controlled substances in
schedules I or II and narcotic drugs in
schedules III, IV, or V by mail being
prohibited’ ;

(7) The total tentative allotment to
the importer of such controlled substance
for the current calendar year;

(8) The total number of kilograms of
said allotment for which permits have
previously been issued and the total
quantity of controlled substance actually
imported during the current year to date.

(b) If desired, alternative foreign
ports of exportation within the same
country may be indicated upon the ap-
plication (e.g.,, (1) Calcutta, (2) Bom-
bay). If a formal permit is issued pur-
suant to such application, it will bear
the names of the two ports in the order
given in the application and will author-
ize shipment from either port. Alternate
ports in different countries will not be
authorized in the same permit,

§ 312,13 Issuance of import permit.

(a) The Director may authorize im-
portation of any controlled substance
listed in schedule I or II or any narcotic

drug in listed schedule III, IV, or V if
he finds:

(1) That the substance is crude
opium or coca leaves in such quantity as
he finds necessary to provide for med-
ical, scientific, or other Iegitimate
purposes:

(2) That the substance is necessary
to provide for medical and scientific
needs or other legitimate needs of the
United States during an emergency
where domestic supplies of such sub-
stance or drug are found to be inade-
quate, or in any case in which the Di-
rector finds that competition among
domestic manufacturers of the controlled
substance is inadequate and will not be
rendered adequate by the registration
of additional manufacturers under sec-
tion 303 of the Controlled Substances
Act (21 US.C. 823); or

(3) That the domestic supply of any
controlled substance is inadequate for
scientific studies, and that the importa-
tion of that substance for scientific pur-
poses is only for delivery to officials of
the United Nations, of the United States,
or of any State, or to any person regis-
tered or exempted from registration un-
der sections 1007 and 1008 of the Act
(21 U.S.C. 957 and 958).

(b) If, after careful consideration of
the application, it is found that approval
cannot be given, such fact and the rea-
sons therefor will be communicated to
the applicant by the Director. If addi-
tional information is required, or other
action is necessary to correct any mis-
take or irregularity in the application
or accompanying documents, Oppor-
tunity will be afforded the prospective
importer by the Director to furnish such
additional information or to correct such
mistake or irregularity before the appli-
cation is finally approved.

(¢) Each import permit shall be issued
in sextuplet and serially numbered, with
all six copies bearing the same serial
number and being designated “original
(Copy 1), “duplicate” (Copy 2), eiC.
respectively. All copies of impori per-
mits shall bear the signature of fhe
Director or his delegate, and facsimiles
of signatures shall not be used. No per-
mit shall be altered or changed by any
person after being signed by the Di-
rector or his delegate and any change 0F
alteration upon the face of any permil
after it shall have been signed by the
Director or his delegate shall render It
void and of no effect, Permits ai¢
not transferable. Each copy of the
permit shall have printed or stamped
thereon the disposition to be made
thereof. Each permit shall be dated
and shall certify that the importer
named therein is thereby permitted 85
a registrant under the Act, to imporh

- through the port named, one ghipment

of not to exceed the specified quantity
of the named controlled substances.
shipment to be made before 2 Spemﬁeg
date. Not more than one shipment sha!
be made on a single import permit. The
permit shall state that the Director is
satisfied that the consignment D{0§’05°‘f
to be imported is required for legitimal€
purposes.
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§312.14 Distribution of copies of im-
port permit.

Copies of the import permit shall be
distributed and serve purposes as
follows:

{a) The original and quintuplet copies
(Copy 1 and Copy 5) shall be transmitted
by the Bureau to the importer, who shall
retain the quintuplet copy (Copy 5) on
file as his record of authority for the im-
portation, and shall transmit the original
copy (Copy 1) to the foreign exporter.
The foreign exporter will submit the orig-
inal copy (Copy 1) to the proper govern-
mental authority in the exporting coun-
try, if required, as a prerequisite to the
issuance of an export authorization. This
copy of the permit will accompany the
shipment, Upon arrival of the imported
merchandise, the District Director of the
US. Bureau of Customs, at the port of
entry will, after appraising the merchan-
dise, forward the original copy (Copy 1)
to the Distribution Audit Branch with a
report on the reverse side of such copy,
showing the name of the port of impor-
tatlon, date prepared, name and net
quantity of each substance, and report
of analysis of the merchandise entered.

(b) The duplicate copy (Copy 2) shall
be forwarded by the Bureau to the proper
governmental authorities of the export-
ing country.

(¢) The triplicate copy (Copy 3) shall
be forwarded by the Bureau to the Dis-
trict Director of the U.S. Bureau of Cus-
toms at the U.S. port of entry, which
shall be the customs port of destination
in the case of shipments transported un-
der immediate transportation entries, in
order that the District Director may
compare it with the original copy (Copy
1) and the bill of lading upon arrival of
the merchandise. If a discrepancy is
noted between corresponding items upon
different copies of a permit bearing the
same serial number when compared by
the District Director, he shall refuse to
permit entry of the merchandise until
the facts are communicated to the
Bureau and further instructions are
received,

(d) The triplicate copy (Copy 3) and
sextuplet copy (Copy 6) shall be retained
by the Bureau.

§312.15 Shipments in greater or less
amount than authorized.

(8) If the shipment made under an
import permit is greater than the maxi-
num amount authorized to be imported
under the permit, as determined at the
Weighing by the District Director of the

S. Bureau of Customs, such differ-
ence shall be seized subject to forfeiture,
Pending an explanation: except that

pments of substances exceeding the
Maximum authorized amount by less
than 1 percent may he released to the
importer upon the filing by him of an
amended import permit. If the substance
S Included in schedule I, it will be sum-
marily forfeited to the Government.

(b) If the shipment made under the
Denmt‘xs less than the maximum amount
8uthorized to be imported under the
Permit as determined at the weighing by
the District Director of the U.S. Bureau
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of Customs, such difference, when as-
certained by the Bureau, shall be re-
credited to the tentative allotment
against which the quantity covered by
the permit was charged, and the balance
of any such tentative allotment with any
such recredits will remain available to
the importer to whom made (unless pre-
viously revoked in whole or in part), for
importations pursuant to any permit or
permits as are requested and issued dur-
ing the remainder of the calendar year
to which the allotment is applicable. No
permit shall be issued for importation of
a quantity of controlled substances as a
charge against the tentative allotment
for a given calendar year, after the close
of such calendar year, unless the Direc-
tor of the Bureau decides to make an
exception for good cause shown.

ex-

§ 312.16 Cancellation of permit:
piration date.

(a) A permit may be canceled after
being issued, at the request of the im-
porter, provided no shipment has been
made thereunder. In the event that a
permit is lost, the Director may, upon
the production by the importer of satis-
factory proof, by affidavit or otherwise,
issue a duplicate permit. Nothing in this
part shall affect the right, hereby re-
served by the Director, to cancel a permit
at any time for proper cause.

(b) An import permit shall not be
valid after the date specified therein, and
in no event shall the date be subsequent
to 6 months after the date the permit is
issued. Any unused import permit shall
be returned for cancellation by the reg-
istrant to the Distribution Audit Branch,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Washing=
ton, D.C. 205317.

§ 312,17 Special report from importers,

Whenever requested by the Director,
importers shall render to him not later
than 30 days after receipt of the request
therefor a statement under oath of the
stocks of controlled substances on hand
as of the date specified by the Director
in his request, and, if desired by the Di-
rector, an estimate of the probable re-
quirements for legitimate uses of the
importer for any subsequent period that
may be designated by the Director. In
lieu of any special statement that may
be considered necessary, the Director
may accept the figures given upon the
reports subsequent by said importer un-
der Part 304 of this chapter.

§312.18 Contents of import declaration.

(a) Any nonnarcotic substance listed
in schedule III, IV, or V may be im-
ported if that substance is needed for
medical, scientific or other legitimate
uses in the United States, and will be im-
ported pursuant to controlled substances
import declaration.

(b) A registrant desiring to import
any nonnarcotic controllzd substance in
schedules III, IV, or V must furnish a
controlled substances import declara-
tion on BND Form 236 to the Registra-
tion Branch, Bureau of Narcotics and
Dangerous Drugs, Department of Jus-
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tice, Post Office Box 28083, Central Sta-
tion, Washington, DC 20005, not later
than 15 calendar days prior to the pro-
posed date of importation and distribute
four copies of same as hereinafter di-
rected in § 312.19,

(¢c) BND Form 236 must be executed
in quintuplicate and will include the fol-
lowing information:

(1) The name, address, and registra-
tion number of the importer; and the
name and address and registration num-
ber of the import broker, if any; and

(2) A complete description of the con-
trolled substances to be imported, in-
cluding name, quantity, and dosage
units; and

(3) The proposed import date, the
foreign port of exportation to the United
States, the port of entry, and the name,
address, and registration number of the
recipient in the United States; and

(4) The name and address of the con-
signor in the foreign country of ex-
portation, and any registration or li-
cense numbers if the consignor is re-
quired to have such numbers either by
the country of exportation or under
U.S. law.

(d) Notwithstanding the time limita-
tions included in paragraph (a) of this
section, a registrant may obtain a spe-
cial waiver of these time limitations in
emergency or unusual instances, pro-
vided that a specific confirmation is re-
ceived from the Director or his delegate
advising the registrant to proceed pur-
suant to the special waiver.

§ 312,19 Distribution of import declara-

tion.

The required five copies of the con-
trolled substances import declaration
will be distributed as follows:

(a) Copy 1, Copy 2, and Copy 3 shall
be transmitted to the foreign shipper.
The foreign shipper will submit Copy
1 to the proper governmental authority
in the foreign country, if required as a
prerequisite to export authorization.
Copy 1 will then accompany the ship-
ment to its destination, and shall be
retained on file by the importer. Copy
2 shall be detached and retained by the
appropriate customs official of the for-
eign country. Copy 3 shall be removed
by the Distriet Director of the U.S.
Bureau of Customs at the port of entry,
who shall sign and date the certifica-
tion of customs on Copy 3, noting any
changes from the entries made by the
importer, and shall then forward that
copy to the Registration Branch of the
Bureau,

(b) Copy 4 shall be forwarded, within
the time limit required in § 312.18, di-
recfly to the Distribution Registration
Branch, Bureau of Narcotics and Dan-
gerous Drugs, Department of Justice,
Post Office Box 28083, Central Station,
Washingthon, D.C. 20005, at least 15 days
prior to the proposed date of importation.

(¢c) Copy 5 shall be retained by the
importer on file as his record of author=
ity for the importation.
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EXPORTATION OF CONTROLLED SUBSTANCES

§312.21 Requirement of authorization
to export.

(a) No person shall in any manner
export or cause to be exported from the
United States any controlled substance
listed in schedule I or II, and any nar-
cotic drug listed in schedule III or IV,
unless and until such person is registered
under the Act (or exempted from regis-
tration) and the Director has issued him
a permit to do so pursuant to § 312.23.

(b) No person shall in any manner
export or cause to be exported from the
United States any nonnarcotic controlled
substance listed in schedule III or IV or
any controlled substance listed in sched-
ule V, unless and until such person is
registered under the Act (or exempted
from registration) and he has furnished
a special controlled substance export in-
voice as provided by section 1003(e) of
the Act (21 U.S.C. 953(e)) to the Di-
rector pursuant to § 312.26.

(¢) A separate authorization request
is obtained for each consignment of such
controlled substances to be exported.

§ 312.22 Application for export permit.

(a) An application for a permit to ex-
port controlled substances shall be made
on BND Form 161 which may be obtained
from, and shall be filed with, the Distri-
bution Audit Branch, Bureau of Narcotics
and Dangerous Drugs, Department of
Justice, Washington, D.C. 20537. Each
application shall show the exporter's
name, address, and registration number,
the name and detailed description of each
controlled substance desired to be ex-
ported, the net quantity thereof, the
number and size of packages or con-
tainers, the name and quantity of the
controlled substance contained in any
preparation, and the quantity of any
solids being given in kilograms or parts
thereof. The application shall include the
name, address, and business of the con-
signee, foreign port of entry, the port of
exportation, the approximate date of
exportation, the name of the exporting
carrier or vessel (if known, or if unknown
it should be stated whether shipment will
be made by express, freight, or otherwise,
exports of controlled substances by mail
being prohibited), the date and number,
if any, of the supporting foreign import
license or permit accompanying the ap-
plication, and the authority by whom
such foreign license or permit was issued.
The application shall also contain an
affidavit that the packages are labeled in
conformance with obligations of the
United States under international
treaties, conventions, or protocols in
effect on May 1, 1971, and that, to the
best of affiant’s knowledge and belief,
the controlled substances therein are to
be applied exclusively to medical and
scientific uses within the country to
which exported, will not be reexported
therefrom and that there is an actual
need for the controlled substance for
medical or scientific uses within such
counfry. In the case of exportation of
bulk coca leaf alkaloid, the affidavit may
state that to the best of knowledge and
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belief, the controlled substances will be
processed within the country to which
exported, either for medical or scientific
use within that country or for reexporta-
tion in accordance with the laws of that
country to another for medical or scien-
tific use within that country. The appli-
cation shall be signed and dated by the
exporter and shall contain the address
from which the substances will be
shipped for exportation.

(b) There shall also be submitted with
the application any import license or
permit (and a translation thereof if in
a foreign language) or a certified copy
of any such license or permit issued by
competent authorities in the country of
destination, or other documentary evi-
dence deemed adequate by the Director,
showing that the merchandise is con-
signed to an authorized permittee, that
it is to be applied exclusively to medical
or scientific use within the country of
destination, that it will not be reex-
ported from such country, and that there
is an actual need for the controlled sub-
stance for medical or scientific use
within such country. (In the case of ex-
portation of bulk coca leaf alkaloid, the
submitted evidence need only show the
material outlined in paragraph (a) of
this section for such exportations.)

§ 312,23 Issuance of exporl permit.

(a) The Director may authorize ex-
portation of any controlled substance
listed in schedule I or II or any nar-
cotic controlled substance listed in
schedule IIT or IV if he finds that such
exportation is permitted by subsections
1003 (a), (b), (e), or (d) of the Act (21
U.S.C. 953 (a), (b), (e¢) or (d)).

(b) If after careful consideration of
the application it is found that approval
cannot be given, such fact and the rea-
sons therefor will be communicated to
the applicant by the Director. If addi-
tional information is required, or other
action is necessary to correct any mis-
take or irregularity in the application or
accompanying documents, opportunity
will be afforded the prospective exporter
by the Director to furnish such addi-
tional information or to correct such
mistake or irregularity before the appli-
cation is finally disapproved.

(¢) Each export permit shall be issued
in septuplet and serially numbered, with
all seven copies bearing the same serial
number and being designated “original”
(Copy 1), “duplicate” (Copy 2), etc., re-
spectively, Each export permit shall be
predicated upon a separate import cer-
tificate or other documentary evidence,
and not more than one shipment shall be
made thereon. Export permits are not
transferable.

(d) No export permit shall be issued
for the exportation of any narcotic drug
to any country when the Director has
information to show that the estimates
submitted with respect to that country
for the cwrrent period, under the Nar-
cotics Limitation Convention of 1931,
or the Single Convention on Narcotic
Drugs of 1961, have been, or, consider-
ing the quantity proposed to be import-
ed, will be exceeded. If it shall appear,
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through subsequent advice received froy
the International Narcotic Control Boarq
of the United Nations that the estimates
of the country of destination have beep
adjusted to permit further importation
of the narcotic drug, an export permit
may then be issued if otherwise permis-
sible.

§ 312.24 Distribution of copies of ex.
port permit.

Copies of the export permit shall be
distributed and serve purposes as fol-
lows:

(a) The original, duplicate, and tripli-
cate copies (Copy 1, Copy 2, and Copy 3)
shall be transmitted by the Bureau to the
exporter who will retain the triplicate
copy (Copy 3) as his record of authority
for the exportation. The exporter shall
present to the District Director of the
U.S. Bureau of Customs, at the port of
export and at the time of shipment, the
original and duplicate copies (Copy 1and
Copy 2). After endorsing the port of
export on the reverse side of the original
and duplicate copies (Copy 1 and Copy 2)
the District Director shall forward the
endorsed original copy (Copy 1) with the
shipment, and return the endorsed dup-
licate copy (Copy 2) to the Distribution
Audit Branch, Bureau of Narcotics and
Dangerous Drugs, Department of Justice,
Washington, D.C. 20537.

(b) The quadruplet copy (Copy 4
shall be forwarded by the Bureau to the
District Director of the U.S. Bureau of
Customs at the port of export for com-
parison with the original copy (Copy 1)
and for retention for the customs record

(¢) The quintuplet copy (Copy 5) shall
be forwarded by the Bureau to the officer
in the country of destination who issued
the import certificate, or other documen-
tary evidence upon which the export
permit is founded. g

(d) The sextuplet and septuplet copies
(Copy 6 and Copy 7) shall be retained by
the Bureau.

§ 312,25 Expiration date.

An export permit shall not be valid
after the date specified therein, which
date shall conform to the expiration daté
specified in the supporting import gem(-
icate or other documentary evidence
upon which the export permit is founded
but in no event shall the date be subse-
quent to 6 months after the date the
permit is issued. Any unused export
permit shall be returned by the permitiee
to the Distribution Audit Branch fof
cancellation.

§ 312.26 Records required of exporicr

The exporter shall keep a record of
any serial numbers that might appear on
packages of narcotic drugs in quantities

- of one ounce or more in such a manner

as will identify the foreign consifmqét‘.
along with Copy 3 of the export permil

§312.27 Contents of special controlled
substances invoice.

(a) A registrant desiring to export
any nonnarcotic controlled substance
listed in schedule III or IV or any con-
trolled substance listed in schedule v
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must furnish a special controlled sub-
stances export invoice on BND Form 236
io the Registration Branch, Bureau of
Narcotics and Dangerous Drugs, Depart-
 ment of Justice, Post Office Box 28083,
Central Station, Washington, D.C. 20005,
not less than 15 calendar days prior to
the proposed date of exportation, and dis-
tribute four copies of same as hereinafter
directed in § 312.27.

(p) This invoice must be executed by
the exporter in quintuplicate and include
the following information.

(1) The name, address, and registra-
tion number of the exporter; and the
name, address and registration number
of the exporter broker, if any; and

(2) A complete description of the con-
trolled substances to be exported, includ-
ing the name, quantity and dosage units;
and

(3) The proposed export date, the port
of exportation, the foreign port of entry,
the carriers and shippers involved,
method of shipment, the name of the
vessel if applicable, and the name, ad-
dress, and registration rumber, if any,
of any forwarding agent utilized; and

(4) The name and address of the con-

signee in the country of destination, and
any registration or license numbers if
the consignee is required to have such
numbers either by the country of desti-
nation or under United States law. In
addition, documentation must be pro-
vided fo show that such consignee is au-
thorized under the laws and regulations
of the country of destination to receive
the controlled substances.
. '¢) Notwithstanding the time limita-
tions included in paragraph (a) of this
section, & registrant may sbtain a special
waiver of these time limitations in emer-
gEncy or unusual instances; provided
that a specific confirmation is received
from the Director or his delegate ad-
¥ising the registrant to proceed pursuant
o the special waiver.

§312.28 Distribution of special con-
trolled substances invoice.

The required five copies of the special
tonfrolled substances export invoice,
BND Form 236, will be distributed as
follows:;

{8) Copy 1 shall accompany the ship-
ment and remain with the shipment to
118 destination.

(b) Copy 2 shall accompany the ship-
Ment and will be detached and retained
h @bpropriate customs officials at the
U'elgn country of destination.

'¢) Copy 3 shall accompany the ship-
Itn,ﬂlt and will be detached by the Dis-
(;m Director of the U.S. Bureau of Cus-
sh?ﬁ at the port of exportation, who
e sign and date the certification of
7y ms on such Copy 3, noting any
exanges from the entries made by the
Coporter, and shall then promtly forward
thfg 3 to the Registration Branch of

ureauy,
m;dt)l Copy 4 shall be forwarded, within
% me limit required in § 312.27, di-
Y to the Registration Branch, Bu-
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reau of Narcotics and Dangerous Drugs,
Department of Justice, Post Office Box
28083, Central Station, Washington, D.C.
20005. These must be attached to this
copy documentation (including registra-
tion numbers if required) that such con-
signee is authorized under the laws and
regulations of the country of destination
to receive the controlled substances.

(e) Copy 5 shall be retained by the ex-
porter on file as his record of authority
for the exportation.

§ 312.29 Domestic release prohibited.

An exporter or a forwarding agent act-
ing for an exporter must either deliver
the controlled substances to the port or
border, or deliver the controlled sub-
stances to a bonded carrier approved by
the consignor for delivery to the port or
border, and may not, under any other
circumstances, release a shipment of
controlled substances to anyone, includ-
ing the foreign consignee or his agent,
within the United States.

TRANSSHIPMENT AND IN-TRANSIT
SHIPMENT OF CONTROLLED SUBSTANCES

§312.31 Schedule I: Application for
prior written approval.

(a) A controlled substance listed in
schedule I may be imported into the
United States for transshipment, or may
be transferred or transshipped within
the United States for immediate expor-
tation, provided that:

(1) The controlled substanceris neces-
sary for scientific, medical, or other legit-
imate purposes in the country of desti-
nation, and

(2) Prior written approval has been
granted by the Director.

(b) An application for prior written
approval must be submited to the Dis-
tribution Audit Branch, Bureau of Nar-
cotics and Dangerous Drugs, Department
of Justice, Washington, D.C. 20537, at
least 30 days, or in the case of an emer-
gency as soon as practicable, prior to the
expected date of importation, transfer
or transshipment. Each application shall
contain the following:

(1) The date of execution;

(2) The identification and description
of the controlled substance;

(3) The net quantity thereof;

(4) The number and size of the con-
trolled substance containers;

(5) The name, address, and business
of the foreign exporter;

(6) The foreign port of exportation:

(7) The approximate date of exporta-
tion;

(8) The identification of the exporting
carrier;

(9) The name, address and business
of the importer, transferor, or trans-
shipper;

(10) The registration number, if any,
of the importer, transferor or trans-
shipper;

(11) The U.S. port of entry;

(12) The approximate date of entry;

(13) The name, address and business
of the consignee at the foreign port of
entry;
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(14) The shipping route from the U.S.
port of exportation to the foreign port
of entry;

(15) The approximate date of receipt
by the consignee at the foreign port of
entry; and

(16) The signature of the importer,
transferor or transhipper, or his agent
accompanied by the agent’s title..

(c) An application shall be accom-
panied by an export license, permit, or a
certified copy of the export license, per-
mit, or other authorization, issued by a
competent authority of the country of
origin (or other documentary evidence
deemed adequate by the Director).

(d) An application shall be accom-
panied by an import license or permit or
a certified copy of such license or permit
issued by a competent authority of the
country of destination (or other docu-
mentary evidence deemed adequate by
the Director), indicating that the con-
trolled subtance:

(1) Is to be applied exclusively to
scientific, medical or other legitimate
uses within the country of destination;

(2) Will not be exported from such
country; and

(3) Is needed therein because there'is
an actual shortage thereof and a demand
therefor for scientific, medical or other
legitimate uses within such country.

(e) Verification by an American con-
sular officer of the signatures on a for-
eign import license or permit shall be
required, if such license or permit does
not bear the seal of the authority signing
them.

(f) The Director shall, within 21 days
from the date of receipt of the applica-
tion, review it and rule thereon, either
granting or denying the application,
Prior to a denial, however, the Director
shall notify the applicant that approval
cannot be granted, stating the reasons
therefor. The applicant shall be accorded
an opportunity to amend the application,
with the Director either granting or
denying the amended application within
7 days of its receipt.

(g) If the Director does not grant or
deny the application within 21 days of its
receipt, or in the case ¢f an amended
application, within 7 days of its receipt,
it shall be deemed approval of the appli-
cation, and the applicant may proceed.

§ 31232 Schedules I1, I, TV: Advance

Notice.

(a) A controlled substance listed in
schedules II, IIT, or IV may be imported
into the United States for transshipment,
or may be transferred or transshipped
within the United States for immediate
exportation, provided that written notice
is submitted to the Registration Branch,
Bureau of Narcotics and Dangerous
Drugs, Department of Justice, Post Office
Box 28083, Central Station, Washington,
D.C. 20005, at least 15 days prior to the
expected date of importation, transfer or
transshipment.

(b) Each advance notice shall contain
those items required by § 312.31 (b) and
),
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PART 316—ADMINISTRATIVE FUNC-
TIONS, PRACTICES, AND PROCE-
DURES

Subpart A—Administrative Inspections

Sec.

316.01
316.02
316,03
316.04
316.06
316.06
316.07

Scope of Subpart A.
Definitions,
Authority to make inspections.
Exclusion from inspection,
Entry.
Notice of inspection.
Requirement for administrative
inspection warrant; exceptions,
Consent to inspection,
Application for administrative in-
spection warrant.
Administrative probable cause.
Execution of warrants.
Refusal to allow inspection with an
administrative warrant,
Frequency of administrative in-
spections.
Subpart B—Protection of Researchers and
Research Subjects
316.21 Confidentiality of research subjects.

316,22 Exemption from prosecution for
researcher,

316.08
816.09

316.10
3816.11
316,12

316.13

Subpart C—Enforcement Proceedings

316.31 Authority for enforcement proceed-
ing.

316.32 Notice of proceeding; time and place,

316.33 Conduct of proceeding.

316.34 Records of proceeding,

Subpart D—Administrative Hearings

Scope of Subpart D.

Definitions,

Information; special instructions.

Waiver or modification of rules,

Filings; address; hours.

Inspection of record.

Request for hearing.

Notice of appearance.

Walver of hearing.

Appearance; representation; author-
ization,

Conduct of hearing and parties; ex
parte communications,

Presiding officer.

Time and place of hearing.

Prehearing conference,

Prehearing ruling,

Burden of proof.

Submission of documentary evidence
and aflidavits and identification of
witnesses subsequent to prehearing
conference.

Summary of testimony.

Submission and receipt of evidence.

Objections; offer of proof,

Exceptions to rulings.

Appeal from ruling of presiding of-
ficer.

Official transecript; Index; corrections.

Proposed findings of fact and con«
clusions of law.

Report and record.

Final order.

Copies of petitions
review.

316.41
316.42
316.43
316.44
31645
316.46
31647
316.48
316,49
816.50

316.51

316.52
316.53
316.54
316.65
316.56
316.57

316.68
316.59
316.60
316.61
316.62

316.63
316.64

316.66
316.66

316.67 for judicial

Subpart E—Seizure, Forfeiture, and Disposition of
Property

Definitions.

Officers who will make seizures,

Custody and other duties.

Appraisement.

Advertisement,

Requirements as to claim and bond.

Summary forfeiture,

Judicial forfeiture.

Petitions for remission or mitigation
of forfeiture,

316.71
316.72
316.73
316.74
316.75
316.76
316.77
316.78
316.79
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Sec.
316.80 Time for filing petitions,
816.81 Handling of petitions,

Subpart A—Administrative
Inspections

AvTHORITY: The provisions of this Sub-
part A of Part 316 issued under secs. 302(f),
501(b), 510, 1008(d), 1015, 84 Stat. 1253,
1271, 1274, 1275, 1276, 1289, 1291; 21 U.S.C,
822(f), 871(b), 880, 958(4), 965.

§ 316.01 Scope of Subpart A.

Procedures regarding administrative
inspections and warrants pursuant to
sections 302(f), 510, 1008(d), and 1015 of
the Act (21 US.C. 822(f), 880, 958(d),
and 965) are governed generally by those
sections and specifically by the sections
of this Subpart.

§ 316.02 Definitions.

As used in this Subpart, the following
tcrms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat,
1285; 21 U.S.C. 951),

(b) The term “Bureau” means the Bu-
reau of Narcotics and Dangerous Drugs.

(¢) The term “controlled premises”
means—(1) Places where original or
other records or documents required un-
der the Act are kept or required to he
kept, and

(2) Places, including faciories, ware-
houses, or other establishments, and con-
veyances, where persons registered under
the Act or exempted from registration
under the Act may lawfully hold, manu-
facture, or distribute, dispense, admin-
ister, or otherwise dispose of controlled
substances.

(d) The fterm “Director” means the
Director of the Bureau. The Director has
been delegated authority under the Act
by the Attorney General (28 CFR 0.100).

(e) The term “inspecfor” means an
officer or employee of the Bureau author-
ized by the Director to make inspections
under the Act.

() The term “register” and “registra-
tion” refer to registration required and
permitted by sections 303 and 1008 of
the Act (21 US.C. 823 and 958).

(g) Any term not defined in this sec-
tion shall have the definition set forth
in sections 102 and 1001 of the Act (21
U.S.C. 802 and 951).

§ 316.03 Authority to make inspections.

In carrying out his functions under the
Act, the Director, through his inspectors,
is authorized in accordance with sections
510 and 1015 of the Act (21 US.C. 880
and 965) to enter controlled premises
and conduct administrative inspections
thereof, for the purpose of:

(a) Inspecting, copying, and verify-
ing the correctness of records, reports, or
other documents required to be kept or
made under the Act and the regulations
promulgated under the Act, including,
but not limited to, inventory and other
records required to be kept pursuant to
Part 304 of this chapter, order form rec-
ords required to be kept pursuant to Part
305 of this chapter, preseription and dis-
tribution records required to be kept pur-

suant to Part 306 of this chapter, ship.
ping records identifying the name of eapy
carrier used and the date and quantjly
of each shipment, and storage reconds
identifying the name of each warehoys
used and the date and quantity of ea
storage;

(b) Inspecting within reasonable lim.
its and in a reasonable manner all perti.
nent equipment, finished and unfinished
controlled substances and other sub.
stances or materials, containers, and
labeling found at the controlled premises
relating to this Act;

(c) Making a physical inventory of all
controlled substances on-hand at the
premises;

(d) Collecting samples of controlled
substances or precursors (in the event
any samples are collected during an in-
spection, the inspector shall issue a
receipt for such samples on BND Form 84
to the owner, operator, or agent in charge
of the premises) ;

(e) Checking of records and informg.
tion on distribution of controlled sub-
stances by the registrant as they relate
to total distribution of the registrant
(i.e,, has the distribution in controlled
substances increased markedly within
the past year, and if so why) ;" and

(f) Except as provided in § 316.04, all
other things therein (including records,
files, papers, processes, controls and
facilities) appropriate for verification of
the records, reports, documents referred
to above or otherwise bearing on the
provisions of the Act and the regulations
thereunder.

§ 316.04 Exclusion from inspection,

(a) Unless the owner, operator or
agent in charge of the controlled prem-
ises so consents in writing, no inspection
authorized by these regulations shall ex-
tend to:

(1) Financial data; I

(2) Sales data other than shipping
data; or

(3) Pricing data.

§ 316.05 Entry.

An inspection shall be carried ouf
by an inspector. Any such inspector, upon
(a) Stating his purpose and (b) Pre
senting to the owner, operator or ageny
in charge of the premises to be inspected
(1) Appropriate credentials, and (2)
Written notice of his inspection author-
ity under § 314.06 of this chapter, and
(c) Receiving informed consent under
§ 316.08 or through the use of qdmml;:
trative warrant issued under §§ 216.0
316.14, shall have the right to enter
such premises and conduct inspections
at reasonable times and in a reasonablé
manner.

§ 316.06 Notice of inspection.

The notice of inspection (BND For
82) shall contain: o

(a) The name and title of the owneh
operator, or agent in charge of the con-
trolled premises; )

(b) The controlled premises name;

(¢) The address of the controlled
premises to be inspected; )

(d) The date and time of the inspec
tion;

m
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(e) A statement that a notice of in-
gpection is given pursuant to seefion 510
of the Act (21 U.S.C. 880);

(f) A reproduction of the pertinent

of section 510 of the Act; and

(g) The signature of the inspector.

£316.07 Requirement for administra-
tive inspection warrant; exceptions.

In all cases where an inspection is con-
templated, an administrative inspection
warrant is required pursuant to section
510 of the Act (21 U.S.C. 880), except
that such warrant shall not be required
for establishments applying for initial
registration under the Act, for the in-
spection of books and records pursuant
to an administrative subpoena issued in
accordance with section 506 of the Act
(21 US.C. 876) nor for entries in admin-
istrative inspections (including seizures
of property) :

(a) With the consent of the owner,
operator, or agent in charge of the con-
trolled premises as set forth in § 316.08;

(b) In situations presenting imminent
danger to health or safety;

(¢) In situations involving inspection
of conveyances where there is reasonable
cause to obtain a warrant;

(d) In any other exceptional or emer-
gency circumstance or time or oppor-
tunity to apply for a warrant is lacking;
or

(e) In any other situations where a
warrant is not constitutionally required.

§316.08 Consent to inspection.

(a) An administrative inspection war-
rant shall not be required if informed
consent is obtained from the owner, op-
erator, or agent in charge of the con-
trolled premises to be inspected.

(b) Wherever possible, informed con-
sent shall consist of a written statement
signed by the owner, operator, or agent
incharge of the premises to be inspected
and witnessed by two persons. The writ-
ten consent shall contain the following
information:

(1) That he (the owner, operator, or
ﬂgen; in charge of the premises) has
been informed of his constitutional right
1ot fo have an administrative inspection
hade without an administrative inspec-
tion warrant;

(2) Of his right to refuse to consent
1 such an inspection;

(3) Of the possibility that anything
of an incriminating nature which may
be found may be seized and used against

in a criminal prosecution;

4) That he has been presented with
gnotxce of inspection as set forth in
§316.06:

\ f?) That the consent is given by him
5 Yoluntary and without threats of any
kind; ang

(6) That he may withdraw his con-
nt at any time during the course of
Nspection,

: () The written consent shall be pro-
’;;Icggsl_n duplicate and be distributed as

(1) The original will be retained by
€ Inspector; and

m‘z’ The 'duplicate will be given to
€ berson inspected.

FEDERAL
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§ 316.09 Application for administirative
inspection warrant.

(a) An administrative inspection war-
rant application shall be submitted to
any judge of the United States or of a
State court of record, or any United
States magistrate which shall contain
the following information:

(1) The name and address of the con-
trolled premises to be inspected;

(2) A statement of statutory authority
for the administrative inspection war-
rant, and that the fact that the particu-
lar inspection in question is designed to
insure compliance with the Controlled
Substances Act or the Controlled Sub-
stances Import and Export Act and the
regulations promulgated under those
Acts;

(3) A statement relating to the nature
and extent of the administrative inspec-
tion, including, where necessary, a re-
quest t» seize specified items and/or to
collect samples of finished or unfinished
controlled substances;

(4) A statement that the establish-
ment either:

(i) has not been previously inspected,
or

(ii) was last inspected on a particular
date.

(b) The application shall be submit-
ted under oath to an appropriate judge
or magistrate.

§ 316.10 Administrative probable cause.

If the judge or magistrate is satisfied
that “administrative probable cause,” as
defined in section 510(d) (1) of the Act
(21 U.S.C. 880(d) (1)) exists, he shall
issue an administrative warrant. Admin-
istrative probable cause shall not mean
criminal probable cause as defined by
Federal stgtute or case law.

§ 316.11 Execution of Warrants.

An administrative inspection warrant
shall be executed and returned as re-
quired by, and any inventory or seizure
made shall comply with the requirements
of, section 510(d) (3) of the Act (21
U.S.C. 880(d) (3)). The inspection shall
begin as soon as is practicable after the
issuance of the administrative inspec-
tion warrant and shall be completed with
reasonable prompiness. The inspection
shall be conducted during regular busi-
ness hours and shall be completed in
a reasonable manner,

§ 316.12 Refusal to allow inspection
with an administrative warrant.

If a registrant or any person subject
to the Act refuses to permit execution of
an administrative warrant or impedes
the inspector in the execution of that
warrant, he shall be advised that such
refusal or action constitutes a violation
of section 402(a) (6) of the Act (21 U.S.C.
(a) (6)). If he persists and the circum-~
stances warrant, he shall be arrested
and the inspection shall commence or
continue.

§ 316.13 Freguency
inspections,

Except where circumstances otherwise
dictate, it is the intent of the Bureau

of administrative
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to inspect all manufacturers of con-
trolled substances listed in schedules I
and II and distributors of controlled
substances listed in schedule I once each
year; and to inspect all distributors of
controlled substances listed in schedules
II through V and manufacturers of con-
trolled substances listed in schedules III
through V once every 3 years.

Subpart B—Protection of Researchers
and Research Subjects
AurHorrry: The provisions of this Sub-
part B of Part 316 issued under secs. 501(b),
502(c), 502(d), 84 Stat. 1271; 21 U.S.C. 871
(b), 872(c), 872(d).

§316.21 Confidentiality of research
subjeets.

(a) Any person registered to conduct
research in controlled substances under
the Controlled Substances Act (84 Stat.
1242; 21 U.S.C. 801), who intends to
maintain the confidentiality of those
persons who are the subjects of such re-
search, shall, upon registration or within
a reasonable time thereafter, submit to
the Director, Bureau of Narcotics and
Dangerous Drugs, Department of Justice,
Washington, D.C. 20537, a separate re-
quest for each research project involv-
ing controlled substances, which shall
contain the following:

(1) The researcher’s
number for that project;

(2) The location of the research
project;

(3) A general description of the re-
search or a copy of the research protocol;

(4) A specific request to withhold the
names and/or any other identifying
characteristics of the research subjects;
and

(5) The reasons supporting the re-
quest.

(b) Within 30 days from the date of
receipt of the request, the Director shall
issue a letter, either granting confiden-
tiality, requesting additional informa-
tion, or denying confidentiality, in which
case the reasons for the denial shall be
included. A grant of confidentiality shall
be limited solely to the specific research
project indicated in the request.

(c) Within 30 days after the date of
completion of the research project, the
researcher shall so notify the Director.

§ 316.22 Exemption from prosecution
for researcher.

(a) Upon registration of a practitioner
to engage in research in controlled sub-
stances under the Controlled Substances
Act (84 Stat. 1242; 21 U.S.C. 801), the
Director of the Bureau of Narcotics and
Dangerous Drugs, on his own motion or
upon request in writing from the Secre-
tary or from the practitioner, shall ex-
empt the registrant when acting within
the scope of his registration, from prose-
cution under Federal, State, or local laws
for offenses relating to possession, dis-
tribution or dispensing of those con-
trolled substances within the scope of his
exemption, However, this exemption does
not diminish any requirement of com-
pliance with the Federal Food, Drug and
Cosmetic Act (21 US.C. 301),

registration
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(b) The exemption shall consist of a
letter issued by the Director, which shall
include:

(1) The researcher’s name and ade
aress;

(2) The researcher’s registration
number from the research project;

(3) The location of the research
project;

(4) A concise statement of the scope
of the researcher’s registration; and

(5) The limits of the exemption.

(¢c) The exemption shall apply to all
acts done in the scope of the exemption
while the exemption is in effect. The ex-
emption shall remain in effect until com-~
pletion of the research project or until
the registration of the researcher is
either revoked or suspended or his re-
newal of registration is denied. Within
30 days of the date of completion of the
research project, the researcher shall so
notify the Director. The Director shall
issue another letter including the infor-
mation required in paragraph (b) of this
section and stating the date on which
the period of exemption concluded; upon
receipt of this letter, the researcher shall
return the original letter of exemption.

Subpart C—Enforcement Proceedings
AvuTHORITY: The provisions of this Sub~

part C of Part 316 issued under secs. 501(b),
513, 84 Stat. 1271, 1278, 21 U.S.C. 871(b), 883.

§316.31 Authority
proceeding.

A hearing may be ordered or granted
by any Regional Director of the Bureau
of Narcotics and Dangerous Drugs, at his
discretion, to permit any person against
whom criminal and/or civil action is con-
templated under the Controlled Sub-
stances Act (84 Stat. 1242; 21 U.S.C. 801)
or the Controlled Substances Import and
Export Act (84 Stat. 1285; 21 U.S.C. 951)
an opportunity to present his views and
his proposals for bringing his alleged vio-
lations into compliance with the law.
Such hearing will also permit him to
show cause why prosecution should not
be instituted, or to present his views on
the contemplated proceeding.

§ 316.32 Notice of proceeding: time and
place.

Appropriate notice designating the
time and place for the hearing shall be
given to the person. Upon request, timely
and properly made, by the person to
whom notice has been given, the time
or place of the hearing, or both, may be
changed if the request states reasonable
grounds for such change. Such request
shall be addressed to the Regional Di-
rector who issued the notice.

§ 316.33 Conduct of proceeding.

Presentation of views at a hearing
under this Subpart shall be private and
informal. The views presented shall be
confined to matters relevant to bringing
violations into compliance with the Act
or to other contemplated proceedings
under the Act. These views may be pre-
sented orally or in writing by the person
to whom the notice was given, or by his
authorized representative,

for enforcement
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§ 316.34 Records of proceeding.

A formal record, either verbatim or
summarized, of the hearing may be
made at the request of either the Re-
gional Director or the person for whom
the hearing is being conducted. If such
record is to be made at the request of
the Regional Director, the person attend-
ing the hearing will be so advised prior
to the start of the hearing.

Subpart D—Administrative Hearings

AurHORITY: The provisions of this Sub-
part D issued under secs. 201, 301, 501(b),
505, 84 Stat. 1245, 1246, 1247, 1253, 1271,
1272; 21 U.S.C. 811, 821, 871(b), 875.

S 316.41 Scope of Subpart D.

Procedures in any administrative
hearing held under the Act are governed
generally by the rule making and/or
adjudication procedures set forth in the
Administrative Procedure Act (5 U.S.C.
551-559) and specifically by the proce-
dures set forth in this Subpart, except
where more specific regulations (set
forth in §§301,51-301.57, §§ 303.41-
303.47, or §§ 308.41-308.51) apply.

§ 316.42 Definitions.

As used in this Subpart, the following
terms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat.
1285; 21 U.S.C. 951).

(b) The term “Director” means the
Director of the Bureau. The Director has
been delegated authority under the Act
by the Attorney General (28 CFR 0.100),

(¢) The term “hearing” means any
hearing held pursuant to the Act.

(d) The term “Hearing Clerk” means
the hearing clerk of the Bureau.

(e) The term ‘“person” includes an
individual, corporation, government or
governmental subdivision or agency,
business trust, partnership, association
or other legal entity.

(f) The term “presiding officer’”’ means
a hearing examiner qualified and ap-
pointed as provided in the Administra-
tive Procedure Act (5 U.S.C. 556).

(g) The term “proceeding’” means all
actions involving a hearing, commencing
with the publication by the Director of
the notice of proposed rule making or the
issuance of an order to show cause.

(h) Any term not defined in this sec-
tion shall have the definition set forth
in section 102 of the Act (21 U.S.C. 802)
and in § 301.02 of this chapter.

§ 316.43 Information;
tions,

Information regarding procedure
under these rules and instructions sup-
plementing these rules in special in-
stances will be furnished by the Hearing
Clerk upon request.

§ 316.44 Waiver or modification of rules.

The Director or the presiding officer
(with respect to matters pending before
him) may modify or waive any rule in
this subpart by notice in advance of the

special instruc-

hearing, if he determines that no pary
in the hearing will be unduly prejudices
and the ends of justice will thereby pe
served. Such notice of modification o
waiver shall be made a part of the recyd
of the hearing,

§ 316,45 Filings; address: hours,

Documents required or permitted to he
filed in, and correspondence relating ty
hearings governed by the regulations iy
this chapter shall be filed with the Hear.
ing Clerk, Bureau of Narcotics and Dan-
gerous Drugs, Department of Justice
Washington, D.C. 20537. This office s
open Monday through Friday from 9am
to 5:30 p.m. eastern standard or daylight
saving time, whichever is effective in the
District of Columbia at the time, except
on national legal holidays. Documents
shall be dated and deemed filed upon
receipt by the Hearing Clerk.

§ 316,46 Inspection of record.

(a) The record bearing on any pro-
ceeding, except for material describedin |
subsection (b) of this section, shall be
available for inspection and copying by
any person entitled to participate in such
proceeding, during office hours in the
office of the Hearing Clerk, Bureau of
Narcotics and Dangerous Drugs, Depart-
ment of Justice, Washington, D.C. 20537,

(b) The following material shall not
be available for inspection as part of the
record:

(1) A research protocol filed with an
application for registration to conduc
research with controlled substances
listed in schedule I, pursuant to § 30132
(a) (3) of this chapter, if the applicant
requests that the protocol be kept
confidential;

(2) An outline of a production or
manufacturing process filed with an ap-
plication for registration to manufacture
a new narcotic controlled substance
pursuant to §301.33 of this chapter, if
the applicant requests that the oufliné
be kept confidential;

(3) Any confidential or trade secrel
information disclosed in conjunction
with an application for registration, or
in reports filed while registered, or ac-
quired in the course of an investigation,
entitled to protection under subsection
402(a) (8) of the Act (21 USC
842(a) (8)) or any other law restrictilg
public disclosure of information; ant'i

(4) Any material contained in any i
vestigatory report, memorandum, or fllé,
or case report compiled by the Bureal.

§ 316.47 Request for hearing.
Any person entitled to a he_aring and
desiring a hearing shall, within the pe-

riod permitted for filing, file a request
for a hearing in the following form:

DIRECTOR, BUREAU OF NARCOTICS
AND DANGEROUS DRUGS,

Department of Justice,

Washington, D.C. 20537,

: e
Dear Sim: The undersign (Name of

hereby requests & hearing i
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(A) (State with particularity the interest
of the person in the proceeding.)

(B) (State with particularity the objec-
1ons or issues, if any, concerning which the
person desires to be heard.)

(0) (State briefly the position of the per-
wu with regard to the particular objections
or {ssues.)

All notices to be sent pursuant to the pro-
ceeding should be addressed to:

(City and State)
Respectfully yours,

(Signature of person)
§316.48 Notice of appearance.

Any person entitled to a hearing and
desiring to appear in any hearing, shall,
if he has not filed a request for hearing,
file within the time specified in the notice
of proposed rule making, a written notice
of appearance in the following form:

DimecToR, BUREAU OF NARCOTICS

AND DANGEROUS DRUGS,
Department of Justice,
Washington, D.C.

Dzar Sm: Please take notice that ...
will appear in the matter

(Identification of the proceeding)

(A) (State with particularity the interest
of'the person in the proceeding.)

(B) (State with particularity the objec-
tions or issues, if any, concerning which the
interested person desires to be heard).

(C) (State briefly the position of the per-
on with regard to the particular objections
or issues,)

All notices to be sent pursuant to this
Eppearance should be addressed to:

(City and State)
Respectfully yours,

(Signature of person)
§316.49  Waiver of hearing.

Any person entitled to a hearing may,
Within the period permitted for filing a
‘equest for hearing or notice of appear-
ance, waiver of an opportunity for a
Bearing, together with a written state-
ent regarding his position on the mat-
%ers of fact and law involved in such
caring, Such statement, if admissible,
shall be made a part of the record and

thall be considered in light of the lack

of obportunity for eross-examination in
eermining the weight to be attached to
matters of faet asserted therein.

£316 = i
§316.50 Appearance ; representation:
aunthorization.

h eﬁx_@y berson entitled to appear in a
Wit}img may appear in person or by or
ks a representative in any proceeding
t faring and may be heard with respect
mn!;}att,ers relevant to the issues under

ideration. A representative must
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either be an employee of the person or
an attorney at law who is a member of
the bar, in good standing, of any State,
territory, or the District of Columbia, and
admitted to practice before the highest
court of that jurisdiction. Any represent-
ative may be required by the Director
or the presiding officer to present a
notarized power of attorney showing his
authority to act in such representative
capacity and/or an affidavit or certificate
of admission to practice.

§ 316,51 Conduct of hearing and par-

ties: ex parte communications.

(a) Hearings shall be conducted in
an informal but orderly manner in ac-
cordance with law and the directions of
the presiding officer.

(b) Participants in any hearing and
their representatives, whether or not
members of the bar, shall conduct them-
selves in accordance with judicial stand-
ards of practice and ethics and the di-
rections of the presiding officer. Refusal
to comply with this section shall consti-
tute grounds for immediate exclusion
from any hearing.

(c) If any official of the Bureau is
contacted by any individual in private or
public life concerning any substantive
matter which is the subject of any hear-
ing, at any time after the date on which
the proceedings commence, the official
who is contacted shall prepare a memo-
randum setting forth the substance of
the conversation and shall file this
memorandum in the appropriate public
docket file. The presiding officer and
employees of the Bureau shall comply
with the requirements of 5 U.S.C. 554(d)
regarding ex parte communications and
participation in any hearing.

§ 316.52 Presiding officer.

A presiding officer, designated by the
Director, shall preside over all hearings.
The functions of the presiding officer
shall commence upon his designation and
terminate upon the certification of the
record to the Director. The presiding of-
ficer shall have the duty to conduct a
fair hearing, to take all necessary action
to avoid delay, and to maintain order.
He shall have all powers necessary to
these ends, including (but not limited to)
the power to:

(a) Arrange and change the date,
time, and place of hearings (other than
the'time and place prescribed in § 301.60)
and prehearing conferences and issue
notice thereof,

(b) Hold conferences to settle, sim-
plify, or determine the issues in a hear-
ing, or to consider other matters that
may aid in the expeditious disposition of
the hearing.

(¢) Require parties to state their posi-
tion in writing with respect to the vari-
ous issues in the hearing and to exchange
such statements with all other parties.

(d) Examine witnesses and direct wit-
nesses to testify.

(e) Receive, rule on, exclude, or limit
evidence.

(f) Rule on procedural items pending
before him.
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(g) Take any action permitted to the
presiding officer as authorized by this
Part or by the provisions of the Admin-
istrative Procedure Act (5 U.S.C. 5561-
559).

§ 316.53 Time and place of hearing.

The hearing will commence at the
place and time designated in the notice
of hearing published in the FEDERAL
REeG1sTER but thereafter it may be moved
to a different place and may be con-
tinued from day to day or recessed to a
later day without notice other than
announcement thereof by the presiding
officer at the hearing.

§ 316.54 Prehearing conference.

The presiding officer on his own
motion, or on the motion of any party
for good cause shown, may direct all
parties to appear at a specified time and
place for a conference for:

(a) The simplification of the issues.

(b) The possibility of obtaining
stipulations, admission of facts, and
documents,

(¢) The possibility of limiting the
number of expert witnesses.

(d) The identification and, if practica-
ble, the scheduling of all witnesses to
be called.

(e) The advance submission at the
prehearing conference of all documen-
tary evidence and affidavits to be marked
for identification.

(f) Such other matters as may aid in
the expeditious disposition of the
hearing,

§ 316.55 Prehearing ruling.

The presiding officer may have the
prehearing conference reported verbatim
and shall make a ruling reciting the
action taken at the conference, the
agreements made by the parties, the
schedule of witnesses, and a statement
of the issues for hearing. Such ruling
shall control the subsequent course of
the hearing unless modified by a subse-
quent ruling.

§ 316.56 Burden of proof.

At any hearing, the proponent for the
issuance, amendment, or repeal of any
rule shall have the burden of proof.

§ 316.57 Submission of documentary
evidence and affidavits and identifi-
cation of witnesses subsequent to
prehearing conference.

All documentary evidence and affi-
davits not submitted and all witnesses
not identified at the prehearing con-
ference shall be submitted or identified
to the presiding officer as soon as possi-
ble, with a showing that the offering
party had good cause for failing to so
submit or identify at the prehearing con-
ference. If the presiding officer deter-
mines that good cause does exist, the
documents or affidavits shall be sub-
mitted or witnesses identified to all
parties sufficiently in advance of the
offer of such documents or affidavits or
witnesses at the hearing to avoid prej-
udice or surprise to the other parties. If
the presiding officer determines that good
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cause does not exist, he may refuse to
admit as evidence such documents or
affidavits or the testimony of such
witnesses.

§ 316.58 Summary of testimony; affi-
davits,

(a) The presiding officer may direct
that summaries of the direct testimony
of witnesses be prepared in writing and
served on all parties in advance of the
hearing, Witnesses will not be permitted
fo read summaries of their testimony into
the record and all witnesses shall be
available for cross-examination. Each
witness shall, before proceeding to tes-
tify, be sworn or make affirmation.

(b) Affidavits submitted at the pre-
hearing conference or pursuant to
§301.63 with good cause may be
examined by all parties and opposing
affidavits may be submitted to the pre-
siding officer within a period of time
fixed by him. Affidavits admitted into
evidence shall be considered in light of
the lack of opportunity for cross-exami-
nation in determining the weight to be
attached to statements made therein,

§ 316.59 Submission

evidence.

(a) The presiding officer shall admit
only evidence that is competent, relevant,
marterial and not unduly repetitious.

(b) Opinion testimony shall be ad-
mitted when the presiding officer is satis-
fied that the witness is properly qualified.

(¢) The authenticity of all documents
submitted in advance shall be deemed
admitted unless written objection thereto
is filed with the presiding officer, except
that a party will be permitted to chal-
lenge such authenticity at a later time
upon a showing of good cause for failure
to have filed such written objection.

(d) Samples, if otherwise admissible
into evidence, may be displayed at the
hearing and may be described for pur-
poses of the record, or may be admitted
in evidence as exhibits.

(e) Where official notice is taken or
is to be taken of a material fact not
appearing in the evidence of record, any
party, on timely request, shall be af-
forded opportunity to controvert such
fact.

(f) The presiding officer shall file as
exhibits copies of the following docu-
ments:

of

and receipt

(1) The order to show cause or notice-

of hearing;

(2) Any notice of waiver or modifica-
tion of rules made pursuant to § 316.44
or otherwise;

(3) Any waiver of hearing (together
with any statement filed therewith) filed
pursuant to § 316.49 or otherwise;

(4) The prehearing ruling, if any,
made pursuant to § 316.55;

(5) Any other document necessary to
show the basis for the hearing.

§ 316.60 Objections; offer of proof.

If any party in the hearing objects to
the admission or rejection of any evi-
dence or to other limitation of the scope

of any examination or cross-examina-
tion, he shall state briefly the grounds

FEDERAL

RULES AND REGULATIONS

for such objection without extended ar-
gument or debate thereon except as per-
mitted by the presiding officer. A ruling
of the presiding officer on any such ob-
jection shall be a part of the transcript,
together with such offer of proof as has
been made if a proper foundation has
been laid for its admission. An offer of
proof made in connection with an objec~
tion taken to any ruling of the presiding
officer rejecting or excluding proffered
oral testimony shall consist of a state-
ment of the substance of the evidence
which the party contends would be ad-
duced by such testimony; and, if the ex-
cluded evidence consists of evidence in
documentary or written form a copy of
such evidence shall be marked for identi-
fication and shall accompany the records
as the offer of proof,

§ 316.61 Exceptions to rulings.

Exceptions to rulings of the presiding
officer are unnecessary. It is sufficient
that a party, at the time the ruling of
the presiding officer is sought, makes
known the action that he desires the
presiding officer to take, or his objec-
tion to an acfion taken, and his grounds
therefor.

§ 316,62 Appeal from ruling of presid-
ing officer.

Rulings of the presiding officer may
not be appealed to the-Director prior to
his consideration of the entire hearing,
except with the consent of the presiding
officer and where he certifies on the rec-
ord or in writing that the allowance of
an interlocutory appeal is clearly neces-
sary to prevent exceptional delay, ex-
pense, or prejudice to any party or sub-
stantial detriment to the public interest.
If an appeal is allowed, any party in the
hearing may file a brief in guintuplicate
with the Director within such period
that the presiding officer directs. No oral
argument will be heard unless the Di-
rector directs otherwise.

§ 316.63 Official transeript; index: cor-
rections.

(a) Testimony given at a hearing shall
be reported verbatim. The Bureau will
make provision for a stenographic record
of the testimony and for such copies of
the transcript thereof as it requires for
its own purpose. Any person desiring a
copy of the transcript of the testimony
and exhibits taken at the hearing or of
any part thereof (except such materials
as are described in § 301.04(b)) shall be
entitled to the same upon application to
the Hearing Clerk of the Bureau and
upon payment of the costs thereof.

(b) At the close of the hearing, the
presiding officer shall afford the parties
and witnesses time (not longer than 30
days, except in unusual cases) in which
to submit written proposed corrections
of the transcript, pointing out errors
that may have been made in transcrib-
ing the testimony. The presiding officer
shall promptly thereafter order such
corrections made as in his judgment are
required to make the transcript conform
to the testimony.

Proposed

usions of

Any party in the hearing may file in
quintuplicate proposed findings of fact
and conclusions of law within the time
fixed by the presiding officer. Any partyso
filing shall also serve one copy of his pro-
posed findings and coneclusion upon each
other party in the hearing. The party
shall include a statement of supporting
reasons for the proposed findings and
conclusions, together with evidence of
record (including specific and complete
citations of the pages of the transcript
and exhibits) and citations of authori-
ties relied upon.

§ 316.65 Report and record.

(a) As soon as practicable after the
time for the parties to file proposed find-
ings of fact and conclusions of law has
expired, the presiding officer shall pre-
pare a report containing the following:

(1) His recommended rulings on the
proposed findings of fact and conclu-
sions of law;

(2) His recommended findings of fact
and conclusions of law, with the reasons
therefor; and -

(3) His recommended decision.

(b) The presiding officer shall certify
to the Director the record, which shall
contain the transcript of testimony,
exhibits, the findings of fact and con-
clusions of law proposed by the parties,
and his report. Upon receipt of the certi-
fied record, the Director shall serve one
copy of the report of the presiding officer
upon each party in the hearing.

§ 316.66 Final order.

As soon as practicable after the pre-
siding officer has certified the record to
the Director, the Director shall cause 0
be published in the FepEraL REGISTER
his order in the proceeding, which shall
set forth the final rule and the findings
of fact and conclusions of Iaw upon which
the rule is based. This order shall specify
the date on which it shall take effect,
which shall not be less than 30 days from
the date of publication in the FEDpERAL
REGISTER unless the Director ﬁnd§ Ll'xat
emergency conditions exist necessitating
an earlier effective date, in which event
the Director shall specify in the order
his findings as to such conditions.

§ 316.67 Copies of petitions for judicial
review,

Copies of petitions for judicial review,
filed pursuant to section 507 of the Act
(21 US.C. 877) shall be delivered to and
served upon the Director in quintuplicaie.
The Director shall certify the record of
the hearing and shall file the certified
record in the appropriate U.S. Court of
Appeals.

Subpart E—Seizure, Forfeiture, ond
Disposition of Property

AvUTHORITY: The provisions of this §ubp_nrl.
E of Part 316 issued under secs. 501(b), 5
1015, 84 Stat, 1271, 1276, 1277, 1278, 1291; =
U.S.C. 871(b), 881, 965. Other statutory P“\fr
visions interpreted or applied are cited to text
in parentheses.

316.64 findings of fact 4
§ . - gs of fact and
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§31671 Definitions.

As used in this subpart, the following
rerms shall have the meanings specified:

(a) The term “Act” means the Con-
trolled Substances Act (84 Stat, 1242; 21
US8.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84 Stat,
1285; 21 U.S.C.951) .

() The term “custodian” means the
oficer required under § 316.72 to take
custody of particular property which has
peen seized pursuant to the Act.

(¢) The term “property” means a con-
trolled substance, raw material, product,
container, equipment, vessel, vehicle, or
aireraft within the scope of the Act.

id) The terms “seizing officer,” “offi-
cer seizing,” ete., mean any officer, au-
thorized and designated by § 316.72 to
carry out the provisions of the Act, who
initlally seizes property or adopts a sei-
qure initially made by any other officer
or by a private person.

(e) The term “Regional Director"
means the Regional Director of the
Bureau. J

(f) Any term not defined in this sec-
tion shall have the definition set forth in
sections 102 and 1001 of the Act (21
USC. 802 and 951) and in § 301.02 of
this chapter.

§316.72 Officers who will make seizures.

For the purpose of carrying out the
provisions of the Act, all special agents
of the Bureau are authorized and desig-
nated to seize such property as may be
subject to seizure,

§316.73 Custody and other duties.

An officer seizing property under the
Act shall store the property in a location
designated by the custodian, generally
in the judicial district of seizure. The
Reglonal Directors are designated as cus-
todians to receive and maintain in stor-
age all property seized pursuant to the
Act. The Regionai Directors are also
authorized to dispose of any property
bursuant to the Act and any other ap-
plicable statutes or regulations relative
10 disposal, and to perform such other
duties regarding such seized property
4 are imposed on the District Directors
of the U.S. Bureau of Customs with re-
spect to seizures under the customs laws.
éSec. 605, 46 Stat. 754, 19 U.S.C. 1605; sec.
09, 46 Stat. 755, 19 U.S.C. 1609)

§316.74 Appraisement.

ertThe custodian shall appraise the prop-
i ¥ to determine the domestic value at
¢ time and place of seizure. The do-
g_&:hc' value shall be considered the re-
enlcl.p.nce at which such or similar prop-
noy Is freely offered for sale. If there is
a ;Tliﬂrket» for the property at the place
“‘m:. dm}‘e. the domestic value shall be
= idered the value in the principal
arket nearest the place of seizure,
(Sec. 606, 46 Stat. 754, 19 U.S.C. 1606)
1316.75 Advertisement.
ex‘cge) dn the appraised values does not
iy - $2,500, the custodian shall cause
i olice of the seizure and of the inten-
pgsn to forfeit and sell or otherwise dis-
¢ of the property to be published once
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a week for at least 3 successive weeks
in a newspaper of general circulation
in the judicial district in which the
seizure occurred.

(b) The notice shall: (1) Describe the
property seized and show the motor and
serial numbers, if any; (2) state the
time, cause, and place of seizure; and (3)
state that any person desiring to claim
the property may, within 20 days from
the date of first publication of the notice,
file with the custodian a claim to the
property and a bond with satisfactory
sureties in the sum of $250.

(Sec. 607, 46 Stat. 754, as amended, 19 U.S.C,
1607)

§ 316.76

bond.

(a) The bond shall be rendered to the
United States, with sureties to be ap-
proved by the custodian, conditioned
that in the case of condemnation of the
property the obligor shall pay all costs
and expenses of the proceedings to ob-
tain such condemnation. When the claim
and bond are received by the custodian,
he shall, after finding the documents in
proper form and the sureties satisfac-
tory, transmit the documents, together
with a description of the property and a
complete statement of the facts and cir-
cumstances surrounding the seizure, to
the United States Attorney for the judi-
cial district in which the seizure was
made for the purpose of proceeding to a
condemnation of the property in the
manner prescribed by law. If the docu-
ments are not in satisfactory condition
when first received, a reasonable time for
correction may be allowed. If correction
is not made within a reasonable time the
documents may be treated as nugatory,
and the case shall proceed as though
they had not been tendered.

(b) The filing of the claim and the
posting of the bond does not entitle the
claimant to possession of the property,
however, it does stop the summary for-
feiture proceedings. The bond posted to
cover costs may be in cash, certified
check, or on Treasury Department Form
171 with satisfactory sureties. The costs
and expenses secured by the bond are
such as are incurred after the filing of
the bond including storage cost, safe-
guarding, court fees, marshal’s costs, etc.

(Sec. 608, 46 Stat. 755, 19 U.8.C. 1608)
§ 316.77 Summary forfeiture.

If the appraised value does not exceed
$2,500, and a claim and bond are not
filed within the 20 days hereinbefore
mentioned, the custodian shall declare
the property forfeited. The custodian
shall prepare the Declaration of Forfeit-
ure and forward it to the Director of the
Bureau of Narcotics and Dangerous
Drugs as notification of the action he
has taken. Thereafter, the property shall
be retained in the custodian’s district or
delivered elsewhere for official use, or
otherwise disposed of, in accordance with
official instructions received by the
custodian.

(Sec. 609, 46 Stat. 755, as amended, 19 U.S.C.
1609)

Requirements as to claim and
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§ 316.78 Judicial forfeiture,

If the appraised value is greater than
$2,500 or a claim and satisfactory bond
have been received for property appraised
at $2,500 or less, the custodian shall
transmit a description of the property
and a complete statement of the facts
and circumstances surrounding the
seizure to the U.S. Attorney for the
judicial district in which the seizure was
made for the purpose of instituting con-
demnation proceedings. The U.S. Attor-
ney shall also be furnished the newspaper
advertisements required by § 316.75.

(Sec. 610, 46 Stat. 755, 19 U.S.C. 1610)

§ 316.79 Petitions for remission or miti-
gation of forfeiture.

(a) Any person interested in any prop-
erty which has been seized, or forfeited
either summarily or by court proceedings,
may file a petition for remission or miti-
gation of the forfeiture. Such petition
shall be filed in triplicate with the Re-
gional Director for the judicial district
in which the seizure occurred. It shall be
addressed to the Director if the property
is subject to summary forfeiture pursu-
ant to § 316.77, and addressed to the At-
torney General if the property is subject
to judicial forfeiture pursuant to § 316.78.
The petition must be executed and sworn
to by the person alleging interest in the
property.

(b) The petition shall include the fol-
lowing: (1) A complete description of the
property, including motor and serial
numbers, if any, and the date and place
of seizure; (2) the petitioner's interest
in the property, which shall be supported
by bills of sale, contracts, mortgages, or
other satisfactory documentary evidence;

.and, (3) the facts and circumstances, to

be established by satisfactory proof, re-
lied upon by the petitioner to justify re-
mission or mitigation.

(¢) Where the petition is for restora-
tion of the proceeds of sale, or for value
of the property placed in official use, it
must be supported by satisfactory proof
that the petitioner did not know of the
seizure prior to the declaration of con-
demnation of forfeiture and was in such
circumstances as prevented him from
knowing of the same.

(Secs. 613, 618, 46 Stat. 756, 757, as amended;
19 U.S.C. 1613, 1618)

§ 316.80 Time for filing petitions.

(a) In order to be considered as sea-
sonably filed, a petition for remission or
mitigation of forfeiture should be filed
within 30 days of the receipt of the
notice of seizure. If a petition for remis-
sion or mitigation of forfeiture has not
been received within 30 days of the notice
of seizure, the property will either be
placed in official Government service or
sold as soon as it is forfeited. Once prop-
erty is placed in official use, or is sold,
a petition for remission or mitigation of
forfeiture can no longer be accepted.

(b) A petition for restoration of pro-
ceeds of sale, or for the value of property
placed in official use, must be filed within
90 days of the sale of the property, or
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within 90 days of the date the property
is placed in official use.

(Secs. 613, 618, 46 Stat. 756, 757, as amended;
19 US.C. 1613, 1618)

§ 316.81

Upon receipt of a petition, the custo-
dian shall request an appropriate investi-
gation. The petition and the report of
investigation shall be forwarded to the
Director. If the petition involves a case
which has been referred to the U.S. At-

Handling of petitions.

RULES AND REGULATIONS

torney for the institution of court pro-
ceedings, the custodian shall transmit the
petition to the U.S. Attorney for the judi-
cial district in which the seizure occurred.
He shall notify the petitioner of this
action.

(Sec. 618, 46 Stat. 7567, as amended, 19 U.S.C.
1618)

Effective date. This order is effective
on May 1, 1971. The Bureau anticipates
that, as experience is gained in the ad-
ministration of the Comprehensive Drug

Abuse Prevention and Control Act apg
these regulations, these rules will neces.
sarily be revised. The Director therefors
invites public comment on these rules g
any time, and such comments will b
considered for amendatory purposes

Dated: April 20, 1971.

JOoN E, INGERSOLL,
Director, Bureau of
Narcotics and Dangerous Drugs,

| FR Doc.71-5688 Filed 4-23-71;8:45 am)|

FEDERAL REGISTER, VOL. 36, NO. 80—SATURDAY, APRIL 24, 1971




		Superintendent of Documents
	2017-12-13T01:30:14-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




